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8:00 a.m

DR OSTROFF: Wy don't we go ahead and get
started. As | nentioned to many around the room who
were at dinner last night as well as this norning,
this will be somewhat of a neaningful variety of
reasons, not the Jleast of which is the weather
problens on the east coast which has really been a
chal |l enge to keep the schedul e on track.

Let me just say that the fact that so nmany
of the board nenbers were actually able to make it
here is a real testanent to the dedication of all of
t he nenbers. It's been a busy, busy period despite
the fact that we haven't nmet since |ast Septenber.

Speaking for nyself, and |I'm sure speaking
for Col. Riddle, we both really appreciate all of the
tremendous hard work that's been done by all of the
board nenbers over the preceding six nonths hel ping
the armed forces deal with a whole variety of
subjects, sone of which are quite critical for
m Sssi on.

Let ne also thank Col. Blanchette for the
willingness of the good fol ks here in Al buquerque and
Kirtland for their willingness to host us. W are not
an easy group to accommodate. It's nice to have such

graci ous hosts.
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"Il also nmention that | have ny usual
winter respiratory infection so I'm going to try to
mnimze the amount of talking that I'm doing so |
won't spend the whol e day coughing. Once again, |I'm
going to let Col. R ddle handl e nost of the hard work.

l"mgoing to turn it over to him

COL R DDLE: Vel l, good norning. I
apol ogi ze. | think we are going to be able to mnake
do. Hopefully we'll be able to find the neeting
mat eri al s. W  set up a kind of wor | dwi de
tel econference capability so people will be dialing in
and out. I think we have been able to contact every
speaker except one and wll be able to do their
presentations virtually with slides being presented
here and the speakers over the tel econference.

Dr. Kilpatrick couldn't nake it today so |
will act as the designated federal officer for the
board and call this neeting to order.

Col. Blanchette, GCol. Copper, the folks
here at AFRL and the fol ks on base that have hel ped us
have really been outstanding to put this thing
t oget her against all odds. | can plan for a lot of
things but natural disasters is not one of those.
W' || nove forward.

Dr.  Wnkenwerder, MVE. Enbr ey, Lt. Cen.
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Taylor, Brig. Gen. Ford, and M. Bowing ask that |

pass along their regrets. They had planned on being
at this neeting but at the last mnute because of
operational concerns, and the snow storm even on top
of that, they had to send in their regrets. They
certainly ask that you accept those regrets and w sh
us the best for a successful neeting to the Arned
For ces Epi dem ol ogi cal Board.

| guess we should probably go around the
table and have everybody introduce thenselves. Dr.
Her bol d.

DVM HERBQOLD: John Herbold, University of
Texas, School of Public Heal th.

DR LEMASTERS: Grace Lenmsters, Departnent
of Environnental Health, University of G ncinnati.

DR PATRICK: Kevin Patrick, San Diego State

Uni versity, Graduate School of Public Health.

DR POLAND: Geg Poland, Myo dinic,
Rochester.

DR SHANAHAN Dennis Shanahan, Injury
Anal ysi s.

DR ALEXANDER: Li nda Al exander, D gene

Cor por ati on.
DR CAMPBELL: Doug Canpbell, Private

Consultant and 1've recently accepted the job as
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branch  head of the Cccupati onal Envi r onnent al
Epi dem ol ogy at the North Caroline Health Departnent.

COL. CROPPER Leo Cropper, US. Ar Force
Research Laboratory.

DR OSTROFF: Steven GOstroff from the
National Center for Infectious D seases at the Centers
for Disease Control and Prevention.

COL. RDDLE: Rick Riddle with the Ofice of
the Secretary of Defense, Executive Secretary for the
AFEB.

DR BERG Bill Ber g, Hanpton Health
Depart ment .

DR GRAY: Geg Gay, University of 1owa,
Col | ege of Public Health.

DR GARDNER: Pierce Gardner, State
University of New York at Stonybrook in the Fogarty
I nternational Center, NH

DR FORSTER  Jean Forster, School of Public
Health at the University of M nnesota.

DR CLINE: Barney dine, Tuland University,
Department of Tropical Medicine.

DR CATTAN : Jackie Cattani, College of
Public Health at the University of South Florida and
Center for Biological Defense.

Ca.. Rl DDLE: The f ol ks on t he
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tel econference, you want to go ahead and introduce
yourselves? |'msure folks will be calling in and out
all day today and tonorrow.

DR MALMUD: Leon Mal nud, Tenple University
School of Medi cine.

M5. RUNYAN: Carol Runyan, University of
North Carolina, School of Public Health.

CAPT. SM TH Jack Smth, Ofice of the
Assi stant Secretary of Defense Health Affairs.

CAPT. SCHOR Capt. Ken Schor, Headquarters,
Mari ne Cor ps.

M5. BENNETT: Severine Bennett, HS Federal
Health Care working with Col. Riddle in the Ofice of
t he AFEB.

DR OSTROFF: Anyone else on the line? Let
me thank you for your wllingness to participate
renotely. W understand that you have to junp on and
off the line over the course of the day. Pl ease | et
us know if there are any problens picking up any of
the discussion that's going on. Also feel free to
contribute.

COL. RIDDLE: Let's see. W do have sone
presentations, but hopefully we will be able to |ocate
t hose. VW'll do that in the norning. l"ve got a

coupl e of things here. Dr. Wnkenwerder wanted ne to
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read a letter that he signed to the Board.

"Dear Dr. Ostroff. M/ sincerest gratitude
to you and the nenbers of the Arnmed Forces
Epi dem ol ogi cal Board for your recent service to the
Departnent of Defense and providing recommendati ons on
the disposition of human remains resulting from the
use of biological warfare agents.

This recommendation was briefed at the
hi ghest |evels of the Departnent and accepted as a
basis for our policy in dealing with this issue. The
acconplishments of the AFEB are realized through the
selfless dedication of each of the nenbers of the
board notivated by patriotism good citizenship, and a
sense of public responsibility to the health and
wel fare of the nen and wonen of our arned forces.

The tinmely work of +the Board over the
hol i day season developing this recommendation clearly
exenplifies this wunparalleled dedication. Over the
50- pl us-year history of the AFEB the vol unteer service
of its mnmenbers to the United States and to the
Department of Defense has been unswerving, |oyal, and
essential to the nedical readiness of the nmen and
wonen of our arned forces.

The ability to seek tinely independent

scientific advice from a commttee of noted experts
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has, and wll continue, to be essential to the
Departnment's efforts to meet our national obligation
to protect and conserve the health of mlitary nmen and
wonen  for al | future depl oynents and conbat
oper ati ons.

Pl ease extend ny nost sincere appreciation
to the entire Board for their exceptional work. Wth
personal regards, WIIliam Wnkenwerder, the Assistant
Secretary of Defense for Health Affairs.”

DR OSTROFF: Yeah, and 1'd like to also
personally thank Geg for all of the work that went
into putting that particular recomendation together,
as well as Bob Schoff who seens to be nore respiratory
challenged than | am at this particular tine and was
unable to nmake it at the last mnute because of
il ness. It was nostly through their work that we
were able to put this together.

CO.. RIDDLE: | have a few admnistrative
remar ks. | certainly want to thank Ms. Ward and Ms.
Karen Bralley and M. Severine Bennett for all their
efforts supporting the Board in preparations for this
neet i ng.

Col . Blanchette, Col. G opper, thank you for
your support of the AFEB and assisting nme wth

pl anni ng. In particular, M. Donna Al civer, the Base
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Protocol Oficer, M. Larry Hopkins, M. Marcine Hood,

Lt. Col. Bruce Copley. Sone of Bruce's staff here are
actually helping us out, Bruce Burnham and virtually
maki ng copies for us and then getting people on and
of f.

W have a couple of changes that you wll
note on the format for the agenda. One of those is
that we'll have the executive session this afternoon.

VW may not have conmmttee breakouts. W may stay in
here but we have the capability to do breakouts if
necessary. One of those issues is Dana Harkin wants
to brief us this afternoon on the lowa Arny Amunition
Pl an Heal th Study Protocol

W al so have a discussion this afternoon on
the DOD snall pox vaccination program and the initia
programreport which I will distribute |later on today.

I mportantly for this neeting, and thanks to the hard
work and diligence of Karen and Severine, and support
from the Uniform Services University of Health
Sciences, we are able to offer 14.75 continuing
medi cal education credits. To receive the credits you
need to sign up on the physician roster that's out on
the table.

Also | have evaluation sheets that you need

to turn in. VW were going to have the certificates
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for you here tonorrow but what we'll do is we'll just
take the names fromthe sign-in sheets. A so those on
t he t el econf erence and we' || pr epar e t hose
certificates and nmail those to you.

The next Board neeting is going to be on 20
and 21 May, 2003. This neeting will be co-hosted by
the Arnmed Forces Medical Intelligence Center, United
States Arny Medical Research Institute for Infectious
D seases at Ft. Detrick, Maryl and. W already had a
full agenda and it should be a really good neeting.

DR POLAND: Rick, could you repeat those
dates? |'msorry.

COL RI DDLE: Ch, the dates are 20 and 21
May, 2003, which is the third Tuesday and Wdnesday of
May. We'll send out -- we're going to try to get the
invitations and prelimnary information up on our
website as quick as | get back in the next week or
t wo.

There is also a sign-in roster out on the
table so if folks would sign in both today and
tonorrow. Refreshnents are available for both norning
and afternoon sessions and we'll have a working |unch
here in the conference center. | think we'll have
everybody invited that's attended here at the neeting.

I think we have enchiladas today and fajitas
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tonorrow. That will be good.

Restrooms are located just right out the
door straight down the hallway to your left. There's
a bank of tel ephones for feats copies, nessages. Just
see ne or Lt. Col. Bruce Burnham or Bruce Copley.
VW'l|l have the neeting transcripts up on the website
in a few weeks.

Also, we want to rem nd everybody that this
is an open neeting and we do have sone nenbers of the

press here. | actually think fromthe Chicago Tribune

attending the neeting today. W'Il|l have the handouts

avai | abl e. Hopefully we'll be able to find our
not ebooks, but otherwse we'll just do them in real
time.

There has been a couple of changes to the
agenda because of sone rededication of forces down at
CDC and the postponing of the CDC expert review on

mal ari a chenoprophyl axis. W have actually noved that

agenda item to My. W' ||l address two questions on
malaria in My. One of them will be for prinmquine
prophylaxis and the other one wll be overall

recomendati ons for malaria chenoprophyl axis for DCD.
Because of operational priorities we've had
a couple of folks that haven't been able to attend but

| think we've been in touch with nost everybody and
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wi Il have those presentations ready.
For dinner tonight we should neet over in
the Kirtland Inn |obby at 6:20. W are going to have

dinner at the Mnte Vista fire station. That' s open

to all attendees and spouses. Wat we'll do is when
we convene this afternoon we'll just do a show of
hands so we can give the restaurant a call. I1'mtold

that it's one of the top spots in Al buquerque and you
will really enjoy your meal there. | hope everybody
can attend with us.

"1l go ahead and do the introduction of the
speakers and we'll save Dr. Gstroff's wvoice for
di scussi on. Qur first speaker this norning is Col.
Jeffrey Blanchette who is the Vice Comander at
Headquarters Air Force Safety Center.

Col . Bl anchette.

COL. BLANCHETTE: Dr. GCstroff, Col. Riddle,
t hanks very much. Wy is the Air Force Safety Center
hosting an Arned Forces Epidem ology Board? At the
board nenber's places there's a book called "Air Force
Safety." W just conpleted a 10-year review of our
database and identified areas that we as a service
need to del ve deeper.

But it started about five years ago when

sonme of ny predecessors recognized that we did not
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have the expertise to really delve in to our database
and find the causes -- the root causes and the things
that we can do to reduce m shaps.

W searched around and being a mlitary
organi zation | ooked at what are the opportunities for
us to gather additional expertise, at reasonable to no
cost obviously, to help us investigate and delve into
things that cause our people in the Air Force not to
be available to do their jobs.

W paired and teaned wth the nmedical
prof ession because they have expertise in sorting
popul ati ons, root causes, and things that need to be
investigated to determne where can we devote
resources to reduce incidents of not mssion capable
fol ks and people critical.

Lt. Col. Bruce Copley is the ranrod behind
this effort from the Safety Center. Bruce Burnham
will you step inside? Lt. Col. Bruce Burnham and
CAPT Matt Shim are three very professional officers
that we have working with the Safety Center hel ping
all of the functional experts in delving through the
dat abase and naking sense out of all of the
i nformati on we have.

The other caveat that | want to place is

about five years ago when | left the center the first
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time it was recognized that as we bring people in, we
have discovered that the data that we collect is
i nconpl et e. Now as part of our 10-year |ook back
| ooking at other areas that data is collected, cross
referenced to |ike-type events, but not necessarily
shared in the analysis part of the process.

Now we're reaching out to the A r Force
medi cal community to help correlate injury information
and illness information that the nedical comunity
collects that sonetinmes does not get into the safety
conmunity. W are finding holes in the process.

Last Septenber Bruce cane to ne and said,
"Sir, I wuld like to propose that we host the Arned
Forces Board."” | recognized it and convinced our boss
that it was inportant that we extend our partnership
efforts a little bit further.

|'"'m very, very inpressed that across the
country everyone has the dedication to try to help
define areas that we can work on to inprove our
ability to do our mssion, the Air Force, and also to
help the entire United States in prevention of
di sease.

General Hess would have liked to have been
here today. If you' ve been paying attention to the

news, you know he's part of the NASA Interagency Board
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that's investigating Colunbia. Today | think he's

back i n Houst on.
We also have four or five other folks with
him as well as the other 10 nmenbers -- nine other

menbers of the Board that are processing information

and wreckage and data. On behalf of General Hess,
wel conme to the Al buquerque area here at the Phillips
Lab Conference Center. You' Il find sonme great folks

willing to help you.

If you have not driven around Al buquerque
before, one of ny standard pitches is always expect
t he unexpected. People tend to drive around here |ike
they're not sure where they're at or where they're
going. Wen they are in the left lane and they cone
to the street and they want to turn right, they do
across three lanes of traffic. Be prepared.

A red light is a caution. Peopl e either
| eave early or don't stop so be prepared for close
calls. Normally we have sun. You are probably going
to have a chance of experiencing rain showers. The
only good news is it rained |last week so the streets
are a little bit cleaned off.

O herwi se, they are very, very slick because
it just does not rain here very often. Peopl e don't

sl ow down. Actually, they speed up, | think. It gets
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a little dangerous on the roads. Pl ease be careful
out there.

If you haven't heard, you can always expect
to have a drunk on the road around New Mexico and
Al buquerque at any tine of the day as proven by police
reports and acci dents.

Enj oy yourself. If you need anything as far
as support admnistrative wise or how to get things
done or get around down, Bruce Copley and Bruce
Burnham Matt Shimand a few of the other folks in the
center are going to be in and out of here the entire
tinme. Pl ease, please ask for help. W are firm
believers in showing you all a good tine. Pl ease
enj oy yoursel ves.

DR OSTROFF: Col. Blanchette, thank you
very much for your coments. | think Col. Copley wll

now t ake over.

LTC COPLEY: Yeah, |'m a bit respiratory
chal | enged nysel f. Instead of nme giving the mssion
brief, M. Tig Sullivan, one of our line officers

from the center, has graciously volunteered for ne to
save ny Vvoi ce.
DR OSTROFF: It is that time of the year.
MAJ SULLIVAN. Is ny speaker working? That

big button, sir, on the front here? It says audio on
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Light is on. Hello, hello, hello.

DR OSTROFF: Can | just ask can the people
on the phone hear the presentation?

M5. ALA VER  Yes.

MAJ  SULLI VAN: Al right. I'm Maj. Tig
Sullivan. Good norning, Dr. Riddle, Dr. Gstroff, and
| adi es and gentlenen of the Board. It's an honor and
a privilege to be here this nmorning to give this
briefing. Wen Doc Copley asked if | could do this, |
said, "Yes, I'll doit."

It's kind of exciting to get to talk to
nmedi cal types because |'m an aviation guy. M/ only
experience wth nedical types is the annual physical
that the flight surgeon gives us. VW all are in
perfect health. | can see perfectly. I'mfine. I'm
heal thy. There's nothing wong with ne.

Also, when | first cane in the service when
| was about 18 years old there was an outbreak of --
how can | say it? -- crabs and scabies in the dorm so
that's ny only experience wth epidem ol ogy. That's
about all 1 want. Every now and then when | think
|'ve got a brain tunmor or sonething | go talk to Doc
Copl ey or Doc Burnham and they tell me all of these
terrible bubonic plague stories. I'm like, "I'm

feeling fine, Doc."
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Anyway, this nmorning what | want to do is
just give you a mssion brief on the Air Force Safety
Cent er. I would like to welcone you to Kirtland Air
Force Base, hone of the Air Force Safety Center. |I'm
just going to give you a quick overview pretty nuch of
aviation and ground mshap rates, what we do at the
Air Force Safety Center, what we're experts at, and
kind of a vision of where we're going in the future.

Should | point it at that or the screen?
There we go. Hazard identification risk nanagenent
nmust be applied throughout the different systens to
effectively elimnate m shaps. Qur mssion directly
supports the United States A r Force overall goal of
defending the United States, protect its interest
t hr ough aer ospace power.

That sounds pretty awesone, doesn't it?
Wth all this big war stuff going on and just the talk
of it, everybody thinks, "Safety? What does that have
to do with aerospace power?" As you all know, if no
one is alive to fight the war and no one is feeling
wel | enough to fight the war, what good is it?

Over the last 50 years we've had a |ot of
neat things happen. First of all, the United States
Air Force was born. W are regular like little kids

conpared to the Navy and the Marine Corps and the
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Arny. But in 1947 we becane a service of our own.

Since that time we have collected data. Al
kinds of data on mshap rates, fatalities, and all
that stuff that epidem ology |loves to collect data on

| know that some of you have the Tone in front of
you, the 10-year | ook back on our mshap rates. A |lot
of great data in there.

First thing I want to talk to you about is
avi ati on. Am | pointing at the right place here?
There we go. Aviation mishap rates. GCkay. Wll, is
there a keyboard that | can just use the plus and
m nus key? There we go. It just takes awhile, |
guess, for the slides.

You can see here since 1947 we had a nasty
m shap rate, 44.2 in 1947. This is all figured out to
100,000 flying hours so this is all -- | forgot the
correct term but it's all at the sanme rate |level so
it's all corrected to 100,000 flying hours.

What that says here in 1947 we had 44
m shaps per every 100,000 flying hours. That's a |ot.

You should see our fatality rate from 1947. Very,
very high. You go down through here and you have 8.3
in the early '60s. Then nost recently 1.5 m shaps per
100,000 flying hours. Considerably a lot better than

we' ve been in the past but we still have a |ot of room
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to grow.

In the last 10 years you'll notice on your
charts there that you have in front of you that the
m shap rate stayed under 2, 1.5, 1.4, 1.1, things
around that range. But our goal at the airport Safety
Center is zero because we don't want to have any
m shap rates what soever.

COL. BLANCHETTE: You mght want to define
what a G ass A mshap is.

MAJ. SULLIVAN. Yes, sir. Gdad to. A dass
A mshap -- I'll read it to you real quick, | guess.
A Oass A mshap rate is anytine a mllion dollars in
damage, a fatality, or destroyed aircraft. It kind of
gives you a quick -- last year we had 35 dass A
avi ation mshaps last year in fiscal year 2002 to just
kind of give you an idea of where we're at.

Now we're going to talk about ground. This
is kind of a neat picture. Can anybody guess how this
m shap happened? This is a car. This is an F-15.
You would think the plane nust have taxied right on
top the car. This guy, to understand the whole story,
was on his cell phone. He drove his car underneath
t hat airplane. Pretty intense. That's the kind of
m shaps we deal with here.

These are ground m shaps. You can see that
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we've done considerably better over the last few
years. In 1990 we had |ooks like 1,500 m shaps per
100, 000 people. Just nost recently we had 700 m shaps
per 100, 000 peopl e. Now, you say that IS
considerable. That's alnbst half. Again, 700 is way
too many and our goal is to get that down nuch, nuch
| ower .

|'ve given you a quick synopsis of aviation
and ground. What | want to talk about now is what we
are experts at. Qur primary responsibilities include
nucl ear weapons, weapon system safety oversight
t hroughout the Air Force.

W also analyze data, conduct studies to
pr event future m shaps, our over si ght and
participation in the entire mshap investigation,
reporting, and followup prograns. Al so establishing
safety training and qualification criteria. Ve
mnister to the Ar Force Cccupational Health and
Saf ety Program and devel op instructions and standards
for occupational safety.

Also, we maintain occupational il ness,
injury statistics, and reporting these statistics to
the Departnent of Labor and other agencies. Although
this list does not include everything we do, these

primary responsibilities are reflected in our areas of
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experti se.

You ask what are we experts at? el |,
hopefully the next slide wll help. The safety
subject matter experts. | am just one of about a

dozen pilots at the United States Ar Force Safety
Center. Wat we do is there is a group of us that are
m shap i nvesti gat ors.

Anytinme there is a Gass A mshap in the
United States Air Force, wherever it is throughout the
world, they send one of us to go out to that m shap.
Wiat we are is we are kind of the consistent thread of
m shap investigation. W are the guys that have been
there, done that, got a t-shirt, and we are the ones
t hat send peopl e down the right avenue.

The ot her one with t he m shap
investigations, last year | say we did about 35 d ass
A mshaps. Now, when you think about the magnitude of
that, each mshap is about 30 days |long and they could
be anywhere in the world including the areas of
operation, Southwest Asia, Southeast Asia. It could
be in Africa. W've had mshaps just about
ever ywher e.

| haven't been around for one in Antarctica
yet but one of these days we mght have one there.

The m shap investigation is we are kind of the hotbed
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of know edge for the United States Air Force and we
share a lot of that know edge with the Arny and the
Navy al so.

Qur safety policy. I work on the safety
policy branch. W cone up with all the information,
all the regulations, all the instructions that have to
do with Air Force safety policy. That includes AFI
91.204, 91.202. Sone of the AFPDs that we have
al ready tal ked about. Also sonme of the Air Force
manual s we're comng up wth.

Safety training. D d you have the chance to
go out to the crash lab, or are you going to have a
chance to go to the crash Iab? Probably not. The Air
Force crash lab is really a neat place to go. It's a
bone yard of sorts of old Air Force crashes would it
be helicopter or jet. W use that for training future
Air Force investigators, flight safety officers,
Aircraft Mshap Investigation course. Even the Board
Presi dents cour se.

What you do is you go out there and you see

all these crashes and you try to figure out why did

this plane crash. It's a great learning tool. W
have all kinds of safety training right here at
Kirtland.

Also Col. Blanchette nentioned earlier the
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data collection and storage analysis. If you get a
chance to go to the Air Force Safety Center you'll see
that we have a whole branch of just data collection
peopl e. W have this capability of collecting data
and storing it for long periods of tine so we can
anal yze it. Doc Copley and Doc Burnham are kind of
the masters of how do you tap into that data and pull
all that information out.

The organi zation is pretty sinple. You have
Maj . Gen. Hess up here at the top. He currently, just
to kind of give you the magnitude of what we do here,
is on the Space Shuttle Colunbia m shap investigation
board. He is, | believe, in Houston, Texas right now
along with ADM Turkot from the Navy and a nyriad of
ot her peopl e and experts.

He holds two offices. He has one at the
Pent agon along with this Issues Division of about half
a dozen people. Primarily the rest of us are here at
Kirtland Air Force Base. He holds the position as a
Commander of the Ar Force Safety Center. Then you
have the Vice Commander Col. Bl anchette down here. W
have Col. dark is the JA the |egal guy.

Then we have an executive staff of about
three or four people. Then there's a whole bunch of

us, | believe about 120 of wus, through the Safety
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Center to include a whole handful of engineers and
civilians. It's about 50/50 give or take on civilian
and mlitary at the Air Force Safety Center.

The one that particularly appeals to ne,
obviously, is the aviation aspect. Again, there's
about 20 of us in the aviation division to include all
the pilots and al so Doc Luna. | see himin the back
there. [|'ve got to nention him because he's a flight
surgeon and ny physical is due next nonth so | want to
kind of make sure that he knows that | appreciate him
bei ng t here.

Wat we want to do at the Ar Force Safety
Center is we want to build a culture that achieves
world class safety perfornance. What has happened
over the last 50 years we've gone through different
transitions. Anyone who has been in the mlitary with
every change of the chief of staff or |[|eadership,
t here al ways seens to be kind of change in phil osophy.

Fortunately in the last four or five years
that change in philosophy hasn't changed too nmuch.
It's very focused on risk mnmanagenent. How do we
prevent these mshaps from ever happening again
whether they are in the aviation world or in the
ground world. How are we going to do that?

Well, our strategic objectives are pretty
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sinple. | don't want to just read themoff to you but

| think they are really inportant. W will continue

our efforts to identify and elimnate hazards that

continually reduce m shap rates.

W nust use the Ar Force planning program

and budgeting system to secure resources for mshap

prevention and ri sk managenent prograns.

Al so we nust

i mprove career devel opnment with professional training

and education of flight, ground, and weapon safety

di sci pli nes.

That has beconme very inportant recently

because what has happened is we have all

this great

know edge that at the Ar Force Safety Center, and

al so the Navy and the Arny too, but we have no way or

no means of keeping that know edge and

there and training them to be better.

keepi ng them

Al so enhance

our outreach efforts to Ar Force safety and other

saf ety communiti es.

Thi s includes strengthening our

part nershi ps

with comercial industry, internal organizations, our

sister DOD services, and other federal agencies. e

are currently engaged in several programs to achieve

our strategic objectives. I know you are on needl es

and pins asking what are those?

Here we go. Qperational risk managenent.
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This is probably the foot stonmper at the Air Force
Safety Center right now |If any safety officer in the
United States Air Force asks you anything, you can
say, "Tell nme about your ORM program or your risk
managenent program”

He better have a real good idea what you're
tal ki ng about because risk managenent is where we're
at right now W are trying to identify the hazards
before they happen and elimnate, or at |east mtigate
t hose hazards before they ever happen so we don't have
guys driving their cars under F-15s. That's what
we're trying to do.

Al so weapon site planning. That i s anot her
one of those foot stonper prograns. W have one story
in the AOR that happened about a decade ago, about
1991, where we did nore destruction to our own
equi pnent because our weapon site planning was so
poor . A HUWEE caught on fire and started to burn,
whi ch t hings do happen.

Unfortunately, the vehicles were so packed
together and so close together that it caused this
vehicle to catch on fire and this vehicle to catch on
fire and this vehicle. Then this exploded and this
expl oded. W wiped out |ike 10 acres of equipnent

with just one mnor mstake and it's all because of
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poor weapon site planning. W did nore danmage to
oursel ves than any lraqi force ever thought of doing.

The other is mshap analysis aninmation
facility. That's probably the |eading edge of, "Cee
whi z. VWow. That's really cool," technical stuff.
That's the facility that anytime you |look at CNN or
MBNBC and you see the three-dinensional picture of how
did the plane crash and the gauges and all that,
that's what they do at the MAAF. They have |like three
engi neers that work down there and they are very, very
good at taking data and nmaking it into a viable
pi cture.

Another way we're doing it is through MFOQA.
That's kind of a hard word to say, M-OQA What it
started off with is in the AMC aircraft and it's the
C 17 right now today. What it is is taking
information inside the cockpit and being able to pul
it out and train people outside the cockpit with the
information inside the cockpit. It's a continual
process. In the near future ideally we want it in al
the AMC and expand it out even to all the other
ai rpl anes al so.

Traffic safety. This is probably -- not
probably. This is the one area we are the weakest at.

W | ose nore airnen every year than we do in the five
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or six years of aviation m shaps. Wen a plane
crashes everybody in the Air Force stops and we all
breath and we go, "How are we going to do this?"

Wen there's a car crash, when an 18-year-
old kills himself in a car or 20-year-old kills
hinself on a notorcycle, we just kind of go, "Wll,
that's a shanme.” Unfortunately, this is where we are
| osing the nost people is in traffic.

| don't know how it is throughout the rest
of the services but |I'm pretty sure throughout the
world that's where we're losing the bul k of our people
and that's where we really need to focus a |l ot nore of
our information, a lot nore of our training. A | ot
nore of our attention needs to be on traffic safety.

Al so, information technology investnents.
Col. Hess, Col. Blanchette, and a lot of the
| eadership is very big into let's get into the 21st
century. Wen | first becanme a safety officer as a
young captain about a decade ago, it was all pen and
paper and we had a programcalled -- | forgot what it
was called now -- Safety Program It was terrible.
It was |i ke based on a 286 conputer.

Now we are coming into the future and we are
learning a ot nore about how this data |ike the data

you have in front of you we can use that data,
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identify the problenms we want to go to, and then focus
like a laser on those problens and try to elimnate
the problens in the future. The only way we can do
that is we have the capability to gather all that
i nformati on.

| can go backwards but | can't go forward
There we go. | talked a little bit about this. This
is just a quick slide on our integrating risk
managenent in the future. W have our traditional way
and in the future how we are going to do it. W have
to be proactive.

W have to evaluate the risk, focus on the
m ssi on. This is the Kkey. Everyone has to be
involved in it. That's the only way we can do it is
if the youngest guy, the 18-year-old guy that drives
his notorcycle at 110 mles an hour down the
interstate, he has to be the one that has to go, "This
isn'"t a safe program | better slow down and start
payi ng attention."”

The other way is through | eadership. Thi s
is the real key for nost all of us in this room W
have to hol d peopl e accountable. W have to drive the
culture through out |eadership, articulate the vision
and values. A so in the future we're going to have to

invest a lot nore in safety.
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To conclude our briefing this norning, |

just want to give you a quick picture of our website.

If you don't have the opportunity to get on our
website while you' re here, when you get back go
ahead and hop onto it. It's r eal easy,
safety.kirtland.af . ml. Tons of information.
Tons of data. Tons of information that can help you
out in the future.

|'ve talked briefly about the Ar Force
safety mssion, about what we do and where we're
goi ng, what we're experts at, and how we are going to
get there. M name is Myj. Tig Sullivan and |
appreciate your tine. | appreciate the Board's
i ndul gence on our small conputer problens and ny |ack
of good verbal communication. | appreciate your tine.

Thank you very much

DR OSTROFF: Maj. Sullivan, thank you very
much. Let me open it up to the Board if they have any
guestions. | have a couple if you don't m nd.

MAJ. SULLIVAN. Not at all, sir.

DR OSTROFF: | don't know if you are going
to discuss sone of the data that are in the panphl et
or whether or not that wll be in the next
presentation, but |'m curious about why there is such

di vergence between Cass A Cdass B, and Oass C in
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terns of what's been happening over the |ast 10 years.

The other question that | had is is there a
simlar organizational unit in the other services and
do you share information across the other services?

MAJ. SULLIVAN. To answer your |ast question
first, yes, the Arny and the Navy -- the Navy Safety
Center in Norfolk and then the Arny Safety Center down
at Fort Rucker. W comunicate quite a bit through
di fferent nmeans whet her through joint senior service
-- the JSSC where all the |eadership from those
branches get together and tal k about safety issues.

But also individually like nyself and other
guys at the Safety Center we have other ways of
conmuni cating with those guys personally. W' ve et
through neetings and things I|ike that. Ve do
conmuni cat e. W are trying to inprove that quite a
bit, though, because the Navy has learned a lot of
stuff that we need to learn and we've learned a | ot of
stuff the Navy and the Arny need to | earn al so.

The first question was you asked about why
t he divergence between A, B, and C. Are you talking
about avi ation or ground?

DR OSTROFF: | think it's total. |It's the
very first set of graphs that are in the brochure.

There is a comment at the end of the brochure that
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says it's due to better reporting in B.

MAJ. SULLI VAN Right, sir. That was, if
you'll notice, Cass B you see the spi ke about four or
five years ago.

DR OSTROFF: Right.

MAJ.  SULLI VAN | think that was 1999.
There is a lot of theory and philosophy behind that
but one of the philosophies behind it is about that
time is when people start becomng a |ot nore paying
attention to dass B mishaps and the reporting becane
a little nore easier and a Ilittle nore -- the
| eadership said, "Hey, we need to report this up. W
need to report this up."

That's part of the phil osophy. Al so there
was sonme dollar changes that changed that year also.
Sonet hing that mght have been a Cass C 10 years ago
m ght be a Gass B starting in 1999.

LTC. COPLEY: Excuse ne. This is a classic
surveillance situation where the data are sort of a
figment of how we change things admnistratively. For
instance, in dass B we have sonething called foreign
object damage. Pilots are used to this where you suck
sonething into the engine. Those are always
classified as Gass X until about '99 or 2000.

Then we started classifying them according
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to the dollar value so they becane Cass B. It's just
i ke changing any case definition in surveillance. W
run into the sanme problens that public health agencies
run into. CQut data |ooks kind of weird sonetines and
it can be explained away by what we do as far as
setting the rules.

DR POLAND: I have two questions. The
first is the dass A mshap rates by duty status are
actually the inverse of what | would have expected
unl ess |''m m ssing sonet hi ng.

MAJ. SULLIVAN. Are you referring to --

DR PCOLAND: Wiy would not only this year
but the 10-year mshap rate be lower for the reserve
troops as opposed to the guard as opposed to active
duty? I'm assumng this is normalized for flight
hour s.

MAJ. SULLI VAN It is, sir. Everything has
been normalized for 100, 000.

DR POLAND: Isn"t that, at least on the
surface, surprising?

MAJ. SULLI VAN You would think that the
reserve and guard woul d be hi gher or |ower?

DR POLAND: Hi gher.

MAJ. SULLIVAN. Well, first of all, they are

working with much smaller nunbers. W have like 2
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mllion flying hours in active duty and the reserve
and guard, if | recall correctly, was in the hundreds
of thousands.

DR PCOLAND: Again, isn't this data adjusted
for that?

MAJ. SULLI VAN: Yes, sir, but, if | recall
correctly, just wusing last vyear there were four
m shaps in the reserve or guard and it kind of spikes
up when it's normalized. | guess | don't understand
your question | guess.

DR POLAND: Vell, it would seem that
sonebody who flies 10 tines the nunber of hours of
sonebody else, yes, | guess the potential is greater
for an incident but they would also have nore
experi ence.

COL. BLANCHETTE: Let ne address it kind of
indirectly. |If you do a population study in the guard
and reserve, you wll find that on average guard and
reserve air crew nenbers have significantly nore
experience flying the specific air frane that they are
flying.

So from an experience background you have
peopl e that have been exposed to the circunstances and
potentially have a better ability to handl e energency

si tuati ons.
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On the ground support side of the house, the
mai nt enance, you wll find simlar parallels in that
we take people fromour active duty forces that depart
active duty and try to hire theminto the reserve and
guard so we wll gain a person in the guard and
reserve that may have five to 10 years of active duty
experience before they conme into the work force. On
the Air Force side of the -- on the active duty side
of the house we are taking a young high school
graduate off the street giving him about 90 days of
training and putting him out on the flight line and
saying, "Make sure this airplane is flyable." You
have to understand the popul ation differences, too.

DR PCOLAND: Ckay. That's a fair answer.
M/ second question is do you have this data by things
like age or tine of day, factors that you potentially
could work around or do sonet hi ng about ?

MAJ. SULLIVAN. Yes, sir. The book in front
of you we call the Tonme. VW just did it in major
cat egori es. W could break it down even to snaller
details like that maybe like on the traffic m shaps.
VW've done that with tinme of day |ike night and day,
things like that. Wth aviation we could break it
down to night vision goggles, night tine, day tinme but

we didn't do it with that informati on but we do have
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that capability of breaking it down even further.

Yes, sir.

DR CAMPBELL: | have a question on one of
your earlier slides where you showed the rate being
really high for dass Ain the 1950s.

MAJ. SULLIVAN  Yes, sir.

DR CAMPBELL: And then through the '60s and
"70s it dropped pretty consistently down even though
the Vietnam War vyears. Wiy do you think that
progressive decline happened even with such a big
conflict.

MAJ. SULLI VAN There's a lot of theories
but one of the biggest theories that |I'm a proponent
of is system safety. Back in the late '40s, early
'50s, '60s the whole idea of building an airplane was
built.

W would buy 4,000 F-100 airplanes and the
system safety that was built into it wasn't as great
as buying an F-22 where things have been thought out
mechanically, electronically, all these different
systens where they built in at the nost basic
conponent huge arnounts of system safety.

W are going to build this punp to have a
safety factor of 1.5. They build a punp which puts in

a W ng which goes into the |anding gear which goes on
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the base of the airplane. You have this airplane from
t he ground up has been designed to be safe.

Whereas 50 years ago that phil osophy wasn't
totally there. The philosophy was let's just build
this airplane, make it as safe as possible, but that's
good enough to go. | think that contributes to that
first 30 years of just huge decreases in safety --
m shaps. Excuse ne.

DR CAWVPBELL: Two questi ons. Did the
culture change? Dd people fly their planes
differently or act differently, No. 1. And how did
human factors enter into the change in the nunbers?

MAJ. SULLI VAN Doc Luna is the expert on
human factors but | think it goes hand in hand. You
have system safety, but also you have an attention
getting device. People saw that 2,000 of their
avi ation brothers and sisters were dying and it becane
nore of a, "Hey, you know, this doesn't mnake sense.
Wy are we doing this?" The |eadership started
saying, "Hey, if it's not safe, don't do it."

| think there was a human factor invol venent
in there without a doubt. But, you know, that hunan
factor is relatively new | say relatively new as far
as, you know, ingraining it in people as their second

lieutenants in aviation training. Let's start off
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here with day one and teach them and train them about
t he human factor issue.

Wiereas 40 or 50 years ago | don't think
that was there. I think it was nore seen as pants
flying, nore, "Hey, | can do this." Chuck Yeager, you
know, The Right Stuff. "I'Il fly this plane until it
can't fly anynore.”™ That kind of nentality. | think
t he phil osophy has changed over the decades.

DR PATRI CK: On page 32 there's a very
interesting graph that shows this divergence of on-
duty and off-duty ground m shaps whi ch suggest a real
opportunity for community |evel assessnments and
i nterventions. What are you |ooking at there? How
are you engaging your community partners, the places
where these fol ks |ive and work?

MAJ. SULLIVAN.  Sir, you know, that is Myj.
Gen. Hess' probably favorite chart. You can thank Dr.
Copley for comng up wth that chart. That is
sonething that really got his attention and the Chief
of Staff of the Ar Force attention is that chart
you're |ooking at. It's because all of a sudden we
live in a world of the X ganes and this is our theory
right now, or using a hypothesis right now

In the last two, three, four years what kind

of young nmen and wonen are comng in the mlitary?
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Wen | cane in the mlitary when | was 18 years | did
things totally different than what an 18-year-ol d does
ri ght now.

It is nothing for an 18-year-old to obey the
rules, cone in the mlitary, be the best troop, best
airman, do everything great when he's at work from
7:30 to 4:30. But there's sonething that happens.
Qur thinking is sonething happens from 4:30 until the
time they go to bed at night. What it is they have
growmn up with the X ganes nentality.

You've seen TV, the ESPN 2 stuff where,
"Good Lord, how did they do that?" They are
skat eboarding off of roofs of houses. W have videos
of guys on bicycles being pulled behind a van onto a
ranp to try to junp over a two-story building. Who
thinks of this stuff?

Wiat's so worse about it is there's 50
people watching him do it and not one of them is
going, "Jim this is the stupidest idea |'ve ever
heard you conme up wth." Qur thinking of what's
happening is this generation, this last two, three,
four years comng in the mlitary is they get off of
work, they put on their X gane helnets and say, "Let's
go. "

Now all of a sudden they have $15, 000,
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$20,000 a year to go buy a crotch rocket notorcycle.
They go down the highway at 120 miles an hour and it
seens perfectly safe to them \Wereas us when we were
18, 19 years old that just terrified us. Vhat we're
doing in the future is we're trying to identify those
groups and that group is for us in the mlitary 18 to
25.

That's where our high-risk group is. That's
where people are dying and that's where people are
getting injured. W are trying to focus like a |aser
beam per se, on those groups and get their attention
and say, "You've got to get rid of this X gane
mentality. You' ve got to not only be safe at work but
you have to be safe off duty.” A lot of that cones
froma | eadership aspect, sir. In the mlitary when
cane in at 18 years old ny boss was ny boss.

|'msorry, sir?

DR PATRI CK: I want to follow up. | tend
to agree with a lot of what you're saying. It seens
like there are also other factors in the comunity
that mght be |ooked at. | conme from San D ego and |
too, really am saddened when | read in the newspaper
of a 19-year-old recruit who has been killed on a
notorcycl e that they just bought the day before.

MAJ. SULLI VAN  Yes, sir.
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DR PATRI K One of the things that's

nmentioned in here is skill or ability factors on these
t wo- wheel ed vehi cl es. It seens that [|ooking at
policies with respect to how people are able to
purchase these things and working with | ocal nerchants
and educational progranms, there are a lot nore
guestions than answers.

MAJ. SULLIVAN. Yes, sir.

DR PATRI CK: I"'m not the expert in this
area but it really seenms we have others nore expert in
injury on the phone. | think Carol Runyan is on here.

It really seems one wll need to get into the
community in which these folks are also spending their
time and trying to address the factors that also
influence them separate from the sort of risk
mentality that you are describing, which is probably
pretty inportant.

MAJ. SULLIVAN. Absol utely.

DR PATRI CK: Resear chabl e questions here
that | think are really very inportant.

DR OSTROFF: Let's take one nore than nore
on so we can keep on schedul e.

DR FORSTER Does the Ar Force Safety
Center have responsibility for dependant's safety as

well or just the enlisted -- the mlitary people
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t hensel ves?

MAJ. SULLI VAN Loose sitters and civilian
GS types. If you're in the mlitary, that's what
we' re responsible for.

DR FORSTER So famlies?

MAJ. SULLIVAN.  Families we try but we have
no, if you want to say, jurisdiction or holdover per
se. More or less, if soneone's spouse dies off duty
in a car accident, we don't keep that data, nma'am

DR OSTROFF: Thanks once agai n.

Col. Copley, are you going to do the next
one?

LTC. COPLEY: Yes, | wll. Thank you, Mj.
Sul l'i van.

Just a couple nore thoughts on what M.
Sullivan said with regard to that divergence. W do
think that physical divergence actually represents a
cultural divergence as well where there is a nore
cl ear separation between on-duty and of f-duty life.

As he nentioned, that has generated hundreds
of hypot hesi s. VW re just now in the node of trying
to test a few and to try to lay out some nore sound
t heori es. W do think it's a cultural phenonenon so
we are |l ooking to address that. However, we will show

you here our ability to capture all data points is
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constrained like it wuld be in any surveillance
system

So I will go until | get the yellow |ight
fromD. R ddle, at which point I'll turn over to Dr.
Luna for the human factors part. Let ne proceed and

"Il go as far as | can and if there is stuff you see
on your handouts that you would like for nme to go into
detail on that we m ssed today because | w || probably
cut off early, | can always brief you separately off

line anytinme while you' re in Al buguerque so please |et

me know.

| have the sane technical nonsophistication
here. |Is it page up or page down?

MAJ. SULLI VAN: | was just using the arrow
key, sir.

LTC. COPLEY: kay. Page up?

MAJ. SULLI VAN  Down.

LTC. COPLEY: First of all we'll talk about
sone of the history of the Epidem ol ogy and Research
Branch where | work. Wiat we do, sone data and
surveillance issues that drive the program drive the
data and drive what answers we can derive from the
data. W'Ill look at some of the recent products we've
done in the past 10 to 12 nonths.

To give you a little bit of history, the
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history is going to be brief because our existence
here has been brief. Back several years ago this
Boar d, di fferent peopl e primarily, made t he
recomendati on that the partnership between the Safety
Centers and the Surgeon Ceneral i ncrease and
st rengt hen.

Sorry Bruce Jones isn't here to elaborate
further. Maybe he will by phone tonmorrow. This cane
to the report to the AFEB in 1996. That precipitated
a whole lot of recommendations and a |lot of activity.
Also what it did precipitate was a visit from the
AFEB team a special teamto the Safety Center here in
Al buquer que.

It cane in '97 where we at the Ofice of
Prevention and Health Services Assessnent were tasked
to provide assistance to the Safety Center as a result
of this report to the AFEB that generated enthusiasm
for injury epidemology and prevention.

So then we at OPHSA contracted wth AFEB
nmenbers at the time and Col. Vicky Fogel man, sone of
you may know Vicky, she was the AFEB executive
secretary at the time and she recruited a team from
the AFEB and the consultants to conme wth us to
Kirtland. W cane out here in '97.

You see a lot of these nanes here are pretty
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famliar. They are still around today, still
practicing public health and epidem ol ogy. The ranks
have increased fortunately. Here was the team that
cane out here and cane out with these reconmmendati ons
basically to concentrate -- we'll talk about Cdass C
in a second but that is the higher frequency, | ower
severity, the nore common place mshaps and injuries

-- to continue to concentrate on collecting that data
because those injuries that you see nore of and are
really critical for prevention.

Al so, of course, to continue to collect the
big stuff, the dass A and Cass B, albeit they are
sentinel events but they are | ower frequency. Also to
noderni ze the electronic reporting system W have
done that, too, to nake reporting easier out in the
field. Also to provide nore analytical feedback to
the field, and that's surveillance dissem nation
f eedback nechani sm

A lot of data were collected. Very few data
were going out as far as the sunmmation of the data.
Also, to partner with the Ofice of Prevention and
Heal th Service Assessnment in the Air Force for further
anal ytical work. Al of these things have transpired,
as well as the | ast one here.

They have requested the Safety Center to at
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| east consider the prospect of hiring nedical
epidem |l ogists to come to the Safety Center and to
anal yze sone of the data and get sone of the mshap
prevention information back out.

Qur response to this whole thing was we
hired in '97 the first epidemologists foll owed by the
second one just two years later. Lo and behold we got
another one two years after that. W think we
probably topped out as far as how many epi dem ol ogi sts
that the Air Force nedical service can actually not
| ose but provide to the Safety Center as we are a non
medi cal unit. W probably topped out there. And al so
t hey have added another requirenent that one position
be a doctorate, preferably Ph.D.

Here is the way we are laid out. W are a
very small branch and we are nmade up of
epi dem ol ogi sts and psychologists as far as the
professional part of the branch. VW do have data
anal ysts.

We have report intakers, people that bring
the data in fromthe field. They look at it and they
validate the reports. They clean the data up and they
put the data in a mshap database. W cover both
ground and weapons and flight, really three different

functi onal areas.
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So what is our role here at the Safety

Center? Wll, the traditional role of public health
nodel of injury prevention. You' ve all seen this
before. This is no strange stuff to anybody in this
room What we |lack, not just at the Air Force Safety
Center, but within DOD injury prevention is that we on
the nmedical side the inplenentation part that you saw
is a mssing |link.

Those prograns are |ine. Supervi sors and
conmanders, that's their program It's not a nedica
program so we can't drive the systemto do things the
nmedi cal way, the way we would like to see the world
It's the line and supervisor world. W on the nedica
side at the center, or anywhere else in this sort of
an arrangenent, cannot really inplenent t hi ngs
uni | aterally, which nmeans just from a nedical
per spective because we want things done this way.

So that beconmes really a big challenge.
It's not an unsurnountable challenge but it is
sonething that we normally don't see so nmuch of in the
medi cal world where you own the entire process in
t he public health nodel

I'I'l talk about sone data and surveillance
i ssues now. Here's the scope of our surveillance

system and our data. It's accidental death, injury,
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occupati onal i1l ness, and property danage. I
enphasize the limtation here is accidental. W have
a lot of things that we don't do.

Injury as defined by the DOD instruction
6055.7 is very narrow as you can see. This is not
preci se enough to really dictate a |ot of precision.
A lot of people mss -- you don't see heat injury. It
is sort of inplied but because you don't see heat
injuries, many tines are surveillance for heat
injuries is quite weak. This is the DOD instruction.
W nerely mmc that in Air Force policy. VW can't
make our own rul es here.

Al so, the weaknesses here are the many

exclusions 1've alluded to. W | eave out suicide,
hom cide, work place violence, legal intervention
types of injuries. W also do not pick up conbat

related injuries because conbat conmes under a
different reporting system the casualty reporting
system W don't want duplicate kind of reporting so
we don't play in that arena.

Also we don't do any surveillance on non-Air
Force units. The mshaps, the injuries that we are
concerned with by regulation are those that affect the
operational Air Force. If you' re wearing a blue suit

like I am but you're assigned to a joint or wunified
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command or DOD agency like Col. R ddle, if you have a

m shap despite the fact you're wearing a blue suit,
you don't show up in the data.

Those are obviously not rules that we set
locally or even the Air Force sets. These are handed
down to us from upon high. Those are the rules of
engagenent . You have to realize what we're working
with to realize what we can't do.

W' ve heard about these mshap categories,

Class A, Odass B, dass C That's a foreign concept

on the nedical side, | know. It takes sone getting
used to. It's a convenient classification system for
m shaps. W have other classes but these are our

primary reportabl e categories.

It's based upon cost, based wupon the
severity of the injury. And also, sort of a function
of cost, but you lose an aircraft, regardless of how
cheap that aircraft was, which that's a m snoner. A
cheap aircraft? | don't think so. [|f one goes down,
that's a dass A

Qur Cass B side, again, the cost 1is
sonewhat less. It can be a partial disabling injury,
a permanent disabling injury, and three or nore people
are hospitalized. That constitutes Cass B. dass C

even nore noney and the severity Ilevel goes |ower.
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This is the threshold for reporting.

Wen we talk about |ost workday injuries,
which is a big thing in the mlitary now, this is the
threshold that they have net. They have |ost at | east
eight hours beyond the current duty date, or an
occupational illness of any duration. Those are our
m shap classification systenms and that's how they
report through our reporting system that we'll talk
about in a nonent.

W have to realize, again, we're dealing
with different case definitions. There is the injury
part or the safety part, and there's the nedical part.
Two different definitions. The nedical definition we
conmonly see governed by ICD-9 coding, etc. Qurs come
out to be like this: 165 fatalities, 105 of which are
accidental or wunintentional injuries; disabilities;
this is hospitalized if you can't read it; treated and
anbul at ory.

Here you see the ratios, 1 to 3 to 5 to
1, 100. If you only look at wunintentional injuries,
which this is the unintentional, nost of these are
uni nt enti onal . | didn't tease them out because it's
too difficult for quick viewi ng but nost of these are
unintentional so you get a ratio of 1 to 4 to 9.

Real |y inportant because the next slide will show that
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this is very valid. The ratio of fatalities to
hospitalized injuries 1 to 9.

This is using the definition that, again, we
define nedically. Defense Medical Surveillance System
has an operational definition ICD-9 codes that we use
for this particular slide.

Now, on the safety side we have different
definitions governed by DOD instruction. You saw the
l[imtations on that definition. But using that, you
see that the ratio of fatal and disabling conbined,
the hospitalized is 1 to about 10. No matter which
way you look at it, froma nedical case definition or
safety definition, we hospitalize 10 people for every
one that we kill or permanently disable.

That's our ratio and it's kind of inportant
to know what we're dealing with fromthis pyramd to
know the burden of injury and where the severity
levels fall and what those burdens are within those
different |evels.

You see right here it says hospitalized but
not reported. If I say not reported, many of these,
if not nost of these, are not reportable under that
DODI and Air Force instruction because they didn't
want to lose a duty day. They woul d be hospitalized

on a Friday and cone back to work by Monday norning in
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a cast sorting mail, no lost duty tinme.

There are loop holes in this case definition
from the safety side. But, still, regardless of
nmedi cal or safety definitions we see that 1 to 10
ratio stand up so that nmust be a very robust neasure.
That's how our burden of injuries look by their
severity |level.

Let's talk a bit nore about surveillance.
W use a systemcalled the Air Force Safety Autonated
System (AFSAA). That is our web-based worldw de
network for reporting. W run our operation very
simlar to the nedical side where we have worl dw de
reporting. W are the hub. W have spunks goi ng out
to all the base safety offices. They actually report
t he m shaps.

Avi ati on, ground weapons, occupat i onal
i1l ness, nodules wthin SAS. The occupational health
nodul e is sonething new. It's a prototype and it's
currently being appended, or added to, the Air Force's
Command Core System which is a very conprehensive
system for managi ng occupational health. It's a big
initiative within the Air Force only right now  Wat
we are aimng to do here is conbine both occupational
ill nesses and occupational injuries into the sane data

stream for once.
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Ri ght now occupational illnesses go to Dr.
Grayson's shop at AFIERA. The injuries conme here and
we have fragnmented reporting from the occupationa
arena. Qur nerger here will have a single data stream
and AFI ERA, Kevin Gayson's shop, they can have access
to the data, too

For the official reporting we are the
official liaison with the Departnent of Labor. e
need good current figures so one data streamw ||l make
this much easier. And inprovenents in the software
systemw || nake the data that cone in nore clean.

Right now we have a dirty data problem and
it's not Dr. Gayson's fault. |It's just a function of
the reporting systemthat is being revised currently.

W are actively engaged in this prototype and
actually inserting that prototype that we have
perfected hopefully here into Command Core.

Al the data gets put into this big database
and the Chief of Staff of the Air Force and the senior
| eadership and click on the desktop icon. This is
updated hourly as the reports cone in. This is 4:12

on the 3rd of February about two weeks ago. This was

a screen shot that we captured. It shows up to the
hour how we are doing. This is the civilian
occupational injury and ill ness conbined rate.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

57

This is the mlitary down here. Htting
t hese hyperlinks users can drill down and actually see
sone details, a paragraph or two narrative of actually
what happened in these particular mshaps. So senior
| eadership can be apprized of the situation right up
to the hour and see what actually happened wherever.

Now, another key thing that we are tying to
do here is to Ilink up wth Defense Medical

Surveillance System and its data. Wat we aimto do

here is to enhance our surveillance. Yes, our
surveillance system is deep. VW have mshap
prevention information. It's highly specific, not

very sensitive froma definition.

W are trying to increase the sensitivity.
To do this what we aimto do is to basically use DVBS
data to produce this right her e. This has
historically been a function of base safety. Base
safety has wal ked over for years or decades to the
base hospital and said, "Ckay. Let ne see your A&D
sheet, your ER logs."

They investigate those that appear on those
logs. Wth the proliferation of nedical care outside
the MIF mainstream they can't just walk over to the
base clinic or hospital -- if there even is one now.

Many places don't have one -- and get these reports.
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What we are doing is nmaking Iimted nedical
dat a. Basically there are alerts or notifications
that, "Hey, Safety Ofice, an injury occurred, was
hospitalized |ast nigh (or whenever). You mght want
to investigate this."

W are trying to activate our surveillance
system to rely less upon the passive node so these
things will go out in a secure link to the secure
websites that only those bases that have those cases
available to see that. That will alert them that
infjury has occurred and they <can go out and
i nvestigate that.

Agai n, supervisors and commanders are
supposed to support. Like with any surveillance
systemif you rely strictly upon the passive node, you
end up with significant under-reporting problem e
aimto kind of close that gap.

Ckay. W signed the nmenorandum of agreenent
with DVBS, Arny Medical Surveillance Activity, and we
received our first downl oad of these data on 13 Feb.
and we are processing that now for distribution out to
the field. So with no concern the nedical data wll
be scrubbed and there won't be confidenti al
information or any of that kind of problem out there.

It will strictly be a notification that this person
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was injured on a specific date and |l eave it at that.

A little bit about our research activity.
W will probably only get to about the first half a
dozen slides. W do a lot of different types of
research. Qperational research, why planes crash,
etc. W do epidemological research and also
behavi oral and human factor research. And we cover
both flight and ground, and even we get down to the
weapons category. Not much data there but we wll
work with any data set we can get.

Here are just sone quick exanples of sone of
the things we have done in the past eight to 12
nmonths. W | ooked at notor vehicle crashes, Oass A
for an extended period of tinme to look at initiators
and contributing factors.

Dr. Rddle, do | need to step down now? |
see the red light is on.

COL. RDDLE: If you want to finish up real
qui ck.

LTC. COPLEY: Ckay. Let me get through this
at least to show you what we found. Driving
behavi or s. What initiated the mshap? Wuat was the
first thing in the causal sequence? Wy we wanted to
know this was so we can tailor our driver's training

on our Air Force bases, right now sort of the shotgun
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appr oach. W want to tailor it a little bit to get
nore precise as to what we train people on.

The top one, these are autonobiles and in
the red are the sane things we |ooked at for
not or cycl es. W always sort of [lunped everything
together like, well, what happens in cars happens in
notorcycles. W found that there are sone differences
in those driving behaviors and those initiators.

In at least two of these there were
significant differences between the driving behaviors
of notorcyclist versus autonobile drivers. This is
what initiates the biggest part of our m shaps.

You see speed. That's a no brainer. e
knew t hat was happening. W went ahead and said what
would be contributors to these initiators and we
| ooked at several contributing factors. W narrowed
them down to the top five for this chart.

W see that, again, alcohol in our airnen
continues to be a plague upon our planet, planet Ar
For ce. Probably planet DOD. You see they differ by
whet her they are driving autonobiles. These are just
vehicl e operators now. O whether they are driving
notorcycles. You see that al cohol regardl ess of what
they are driving seens to be a problem

For autonobiles where there is a secondary
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problem not so much in notorcycles naybe because of
foul weather and they don't drive on those days.
That's the only rationale we have to explain that.

Al so, on the notorcycle side we see
regul atory conpliance, an euphem sm for basically they
don't have the required Air Force training, or they
don't have a valid state-issued driver's |icense or
operator's license to operate a notorcycle. And so we
see that training is a big issue.

And so fatigue, we thought we woul d see nore
of this. Again, our data are limted. W don't have
all the information in the world. But even then with
limted data, fatigue stands out as one of the top
five contributing factors in our dass A fatal and

permanently disabling autonobile and notorcycle

m shaps.

Dr. Rddle, let nme go through this really
quickly. It will take ne about five mnutes. | think
this will be really inportant. It's a very topical

guestion that we've been getting about what about all
this stuff that we're doing. W're driving people
crazy with deploynents. they are all over the planet.
W are working people hard. Qur mshap rates are
being driven by this operational tenpo.

We have a nice classification. Qur manpower
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folks in the Pentagon have actually done us a big
favor by looking at their occupational categories and
determning scientifically and objectively which ones
are manpower stressed. The definition is very
conplicated. Al gorithmis very robust so this is not
a subjective feel at all. Very objective here.

W created this manpower stress category and
it's dom nated by security forces, about 22,000. They
represent probably -- I've got it down here -- 70
percent of these manpower stressed Air Force career
fields. On the other hand we have the non-stressed
which is everybody else domnated by the big ones,
mechani cs of al | types, mai nt enance peopl e
i nformati on managers.

Here is the way the data played out to be
real quick. Here is the raw data. Wat we are going
to do, again, this is looking at operational tenpo
manpower stress. Wat we are going to do here is
divide this time line up into fiscal year 2000 and
fiscal year 2001. Except for 19 days in 2001 all this
is pre-9/11 because our fiscal year ends on 30
Septenber so we have nice convenient periods where
this is a pre-9/11 period. This is a post-9/11
peri od.

What we are going to do here is divide these
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two fiscal years into one pre-9/11 period. The

incident rate was 13.3 conbi ned here. Down here the

i ncidence rate was 12. These rates are per 10, 000.
Rate ratio slightly increased, not signi ficant
physi cal |l y.

Over here in the post-9/11 period we see
that the stress group, their incidence rate increased
to 18.2. Over here we also saw an increase in the
incidence rate anong those who were not manpower
stressed.

Looking at this the rate ratio here was 1.27
on the margins of statistical significance. So we see
the cohort effect was mld and was mldly significant
at best. W see the table of risk in the exposed
group up here, the stress group. The part of the rate
here in the pre period, pre-9/11 period was 1.3
injuries per 10, 000. That was what was attributable
to that exposure or these exposures.

What this represents really the |atent
exposures, latent risk factors. W don't know but we
do know they were classified by manpower as manpower
stressed. A lot of things cone with that territory
and we're not going to find those.

Over here in the post-9/11 period we see the

risk attributable to or the portion of the rate
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attributable to the exposure of being manpower
stressed was 21 percent.

Let's look at the period effects. Movi ng

fromthe pre-9/11 to the post-9/11, same rates as you
saw in the other slide. Going from this period to
this period in the stress group the rate increased
marginally or noderately and it was significant.
Down here the rate increased fromperiod 1 to period 2
al so. VW see that this rate was slightly elevated
bet ween the periods and significant. These risks that
you see are higher than they were in the previous
sl i de.

This leads us to conclude that the period
effects -- that was noving from pre-9/11 to post-9/11
were greater than the cohort effects of being either
stressed officially or non-stressed. W saw that
rates in the stress group were higher even before
9/ 11.

The period effect is noderate and it's
significant stat wise in both periods. But the post-
9/11 stress rate increased two tinme to that of the
non-stressed rate. It tells us that we do have
stresses that are incurred. Al of these things that
go on just don't affect the manpower stressed career

fields.
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They affect wus all in the ATr Force.
Sonewhat nore so in the nmanpower stressed, but still
the period effects are nuch stronger. Not nuch but
significantly stronger than this cohort effect.
Therefore, we can say with some validity that it's
across the board.

W did the sane thing for operational tenpo,
what frequency certain career fields deploy overseas.
I didn't bother making slides but they show
essentially the same thing. Very weak cohort effects,
even stronger in this case period effects. Regardless
of how you cut it, everybody in the Ar Force is
affected by this post-9/11 mlitary upsurge.

At that point, there are nore slides and
"1l |eave you to ook at those hard copies and | will
turn the floor over in a second to Ltc. Tom Luna who
is our surgeon who will talk about the human factors
efforts at the Safety Center. Any questions | can
answer real quickly?

DR LEMASTERS:. | have one.

LTC. COPLEY: Yes.

DR LEMASTERS: That's fascinating work and
a wonderful surveillance system you have put together.
You are to be commended for that. | just had one

qui ck questi on. As you probably know, the Ar Force
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just conpleted a very large study of 10 bases on jet
fuel exposures.

A lot of sanpling was done at the end of the
workday with  fuel cel | mai ntenance and tank
mai nt enance for people and saw pretty high |evels of
fuels on the breath. | wondered if you had or could
| ook at the data of those that occur after work I|ike
within an hour after the work hours. [''m tal ki ng
about of f duty.

But if there are any job categories where
there mght be sone peaks because with sonme of these
jobs like fuel cell maintenance, | nean, the sol vent
goes right to the brain and there is that intoxicating
ef fect of those exposures. |If they would also stop by
and have a beer it's co-exposure.

Even with just the work place exposure, if
you could look at those that occur right after work
within an hour. Then are there any job classes where
you see a high rate. I wonder if there is an
intervention potential there.

LTC. COPLEY: Vell, we do have the data
Exactly how we cut these things on and off duty,
sonetimes we don't know when a person is on or off
duty sinply by going by the time of day. In the

mlitary now we work pretty nmuch around the clock.
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There's a lot of people on shift wrk so it's
sonet hing that happens at 6:30 in the evening or 7:00
in the evening.

No longer can we say like in the old days
that's off duty or that was three hours after he got
off from work. W do have a problem trying to
determ ne exactly is this person working or are they
off duty? W do have sone data initiatives that wll
tell us nore precisely their duty status at the tine.

VW have on and off duty now but a lot of people
confuse line of duty with on and off duty so that data
is not really clean

W are taking steps right now, as a matter
of fact, to correct that to nmake it nore precise and
to clear up that confusion between duty status and
line of duty. In other words, would your spouse get
your benefits if you died. That's line of duty. Yes,
we can --

DR LEMASTERS: Even the tine off duty m ght
be --

LTC. COPLEY: Yes.

DR LEMASTERS: If you could really capture
t hat data.

LTC. COPLEY: Yes, we do have the capability

to capture that and we do capture tine. | have to say
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on notorcycl es because soneone brought this up before
about new notorcycles being bought. W have found a
trend. It hasn't reach statistical significance yet
but we are seeing that newy purchased notorcycles
seemto be so prevalent in our popul ation.

Soneone threw that out a while ago and we
are |ooking at that. W have thought about working
with rmanufacturers and insurance policy people,
i nsurance agencies to try to control this in sonme way.
It's too easy to purchase a notorcycle. Too cheap.
You don't have to pay for it for two years. That sort
of thing.

Any other questions before | turn the floor
over to Col. Luna? Thank you very nuch. Agai n,
anynore questions, give ne a yell.

DR OSTROFF: Thank you. Col. Luna.

Can | just ask there may be sonebody on the
phone that's wusing a keyboard and if they could
potentially put their phone on nute if it's possible.

COL. LUNA: Good nor ni ng. M/ nane is Tom
Luna and I'm the Air Force Safety Center surgeon. I
was asked to cone out here today and give you just a
brief overview of who we are at the Safety Center.

You can't hear me? |'m Tom Luna with the

Safety Center. I'"'m the Safety Center surgeon and |
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was asked to conme and tell you a little bit about what
we do there on the life sciences side, how we | ook at
data, give you a real brief exanple of how we've used
our data, and what we're |l ooking at for the future.

This is who we are. W have one physician
t here. That's nysel f. Normal |y board certified in
both aerospace nedicine and occupational nedicine.
That helps us to bridge the gap on the aviation side
and the ground side. Also we are RAM so we have a
masters of public health degree.

W have an aerospace physiologist and an
avi ati on psychologist. W have a life support officer
as well. W are located in the Aviation an Safety
Division but we do consult throughout the Safety

Center hel ping out on the ground side and weapons side

as well.

These are things that we do. W spend a | ot
of time on the phone and via e-mail, as | guess a |ot
of you do as well, helping out the people in the field

as they work through their safety prograns, their
prevention prograns, as well as their investigations.
W do a lot of consultation work for them

W also do send people out on boards. e
sent special consultants and subject matter experts

out to the boards as well. W provide training to al
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our investigators whether they be subject matter
expert investigators or nedical investigators |ooking
at human factors. O whether they are nonnedical
peopl e so that they can take part in the life sciences
investigations and human factors investigations as
well. W do that here at Kirtland Air Force Base, but
also predomnantly at Brooks Ar Force Base in San
Ant oni o.

W do sonething called an organizationa
saf ety assessnent. |'m not going to talk about this
to any great extent right now because we could talk
about this for quite sone tine, but we find that a | ot
of our mshaps if you really trace them all the way
back, there are sone unit cultural issues at play.

What this helps us to do is go back and | ook
at that for the commanders on a request only basis so
that they know what their factors are and they can
proactively take nmeasures to address those factors.

Data isn't very good unless you share it.
W put together newsletters for our |ife science
personnel so that they can read in detail about what
human factors were behind these mshaps so that they
can be working on their local prograns as well.

W also maintain a life science portion of

our database. W will be looking at that in a nonent.
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That dat abase includes predomnately injuries, egress
and life support information but, nost inportantly,
human factors. That's where |I'm going to spend nost
of the rest of this five or 10 mnutes talking about
our human factors to you.

Next slide. How to | ook at hunman factors.
No. 1, let ne back up and say we speak of human
factors as the civilian community normally speaks of
human error. Mst of our mshaps, whether they be in
aviation or ground or weapons, or human factors
m shaps of some degree or another. They may have
other inportant factors there but human factors are
there in alnost all of them

Ve need to determne when we are
investigating a mshap were human factors present and
whi ch ones were present. W define, okay, in this
m shap they nade a poor decision as far as risk. They
took a risk that they shouldn't have taken. They
shoul d have used better judgnent. That's one.

Then we'll say, okay, they have a problem
with attention. They are channelizing their attention
on one thing. That was a very inportant thing but
they weren't scanning all their instruments. That's
anot her human factor.

They were fatigued. They only got about
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three hours sleep the night prior because their Kkids
were up all night sick or sonething. Ckay, we go
through and we determne which human factors are
present .

VWl |, human factors are very conplicated and
they interrel ate. What human factor led to another
one. Wiat led up to the mshap. W put together this
chain of events. The fatigue mght not have directly
caused the mshap but because of the fatigue, they
probably nade that wong decision and took on too much
risk. W start putting together and developing a
matrix or a web of these human factors to try to
determ ne how they influenced each other.

Al human factors are not created equal in
one mshap so we go ahead and we rate them on a scale
of zero to four. The one to fours are pretty self-
expl anat ory. Four is sonething that directly led to
the mshap, one to three |lesser inportance and
contributing factors.

W also rate sone human factors as zero.
What a zero neans is, yes, it was present but, no, it
did not play a role in this mshap. You nmay have a
m shap where it was an engine problemthat led to the
crash of the aircraft. But in the course of the

investigation we find out that the pilot was severely
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fati gued. He still did everything that he was
supposed to do. He recovered the aircraft or what
have you.

But, you know, that fatigue may be inportant

to when we're looking at fatigue issues in general

t hroughout the Air Force, or for other mshaps. W
still collect that information and we call it a zero.
It was present. It was inportant but not relevant in

this mshap sequence. That's how we rate them
Al of our human factors in the US Ar
Force are defined. They have been defined for quite

sone tine. They are all published in the Ar Force

Panphl et 91-211. This way no nmatter whi ch
investigator is investigating we are still using the
sane | anguage and we are still coding things the sane

way and that really helps us out as far as consistency
I S concer ned.

Next sli de. Just a few slides here to put
sone of these human factors in context. Once again,
we work predominately on the aviation side in the Ar
Force Safety Center. For about the last 20 or 30
years, and as the slide shows the last 10 years in
particular, about two-thirds of all of our mshaps
have had causal human factors. Causal human factors.

Qur data is not 100 percent conplete yet but
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it's looking as though over |ast year about three-
guarters of all our m shaps were human factor m shaps.
For those of us in the life science area, this is a
bi g concern.

You know, you can engi neer nechani cal
probl ems out of aircraft to a certain extent and a | ot
of that big decline you saw in the earlier slides that
Tig Sullivan can be attributed to the fact that we can
reengi neer things. But, you know, we can't reengineer
humans. W can train them better and we can give them
systens to help them prioritize things and nanage
their tasks but, you know, we're still the nodel 1
human. That's going to be a continuing challenge for
us.

Next slide. The previous slide was all
Cass A mshaps on the aviation side. W started
| ooking at fatal mshaps and it's even nore
significant what our human factors cost is. In
general over 90 percent of all our fatal aviation
m shaps are due to human factors. Very rarely do we
find a plane crash in the United States Air Force
nowadays whi ch is due to nechanical problens solely.

Next sli de. Ckay. Just an exanple on how
we use sonme of this data at the safety center.

Looking at one of our nost inportant human factors,
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spatial disorientation. Just real briefly what
spatial disorientation is is you' ve got a crew or a
pilot who loses track of the orientation of the
aircraft.

Very often it's while they are in the
weat her. They can't see the horizon very well. They
m ght not realize that they are flying at 90 degrees
at bank or inverted. That's a bad thing, okay?
Particularly if they don't know they are having a
pr obl em

There's di fferent types of spati al
di sorientation. In some cases you may know you are
di soriented, in which case you could take action to at
| east get out of the aircraft. But in a lot of cases
they don't know that and that is very dangerous
obvi ousl y.

Qur cost over this 10-year period, '91 to
'00, 20 percent of all of our mshaps, 65 in total
were due to spatial disorientation. Al nost  $1.5
billion was due to spatial disorientation over that
time period in the United States Air Force.

Alnmost 40 percent of all of our fatal
m shaps over that period was due to spatial
disorientation for 60 people in total. This is a big

cost itemfor us and a lot of concern for us. Wat do
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we learn when we start looking at this a little nore
deepl y?

Next slide. Vell, what we found is that
over this 10-year period nost of the contributing
factors to spatial disorientation were cognitive
factors. Di sorders of attention or they nade the
w ong deci sion somewhere along the line. It may have
been that they decided to take on too much risk or
m sprioritized things.

Then typically there was sonme weather
problens there as well. The inportant thing here is
that we found, and this is sonmewhat surprising, was
that the nost inportant contributing factor to spatia
di sorientation were cognitive factors.

Next slide. This is inportant because up to
this point our training was predom nately | ooking at
sensory type of problens. |llusions, okay? 1Illusions
are very comon in aviation so we had good training
prograns for it. Well, you know, those training
prograns are probably doing the job.

Peopl e wer e not getting spatially
disoriented to any great extent because they had been
trained to expect those illusions and detect those
illusions. So now what we're finding is that this is

all cognitive.
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What we need to start doing now is we need
to start reorienting our spatial di sorientation
training prograns to be |ooking at cognitive factors
like making sure they do a good instrunent scan to
make sure they are not getting focused on one itemin
the cockpit. Potentially |ooking at our displays to
help them to prioritize things and give them good
warnings that they are in an inproper orientation.

Next slide. Movi ng forward, where do we go
to from here? WlIl, historically -- this is |ooking
at data for fiscal year '00. You can take any year.
That's when we started this big push. In fiscal year
00 add all this up there's about 4,000 mshaps or
events in the United States Air Force tracked by the
Air Force Safety Center.

If you look at all of those, this little
wedge right here, these 22 were the only ones where we
had full-scale in depth human factors data. Those are
the only ones that we really investigated with people
with a lot of training in human factors and were able
to pull together a |ot of detailed information that we
can use for prevention prograns.

Well, you know, what about the rest of
these? W know that on the ground side we talked to

our ground safety conpatriots and they tell us that
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alnost all of those are human factors. One of the
slides that Bruce presented |ooking at the off-duty
m shaps, what | saw from that was only about two
percent of them were due to some kind of mechanica
probl em

Al the others on that list whether it was
fatigue, whether it driving left of center or what
have you, those are all human factors. W know it's
inportant there but we don't have detailed information
from those mshaps |ooking at those human factors.
And the sanme thing with weapons and all the way
around.

So, you know, what we're thinking about is
that we need to start noving towards collecting nore
informati on on these | esser grades of m shaps on hunman
factors so that we can put together good prograns to
address these.

Next slide. And, once again, alnost all
m shaps have relevant hunman factors. Wien we | ook
hard at it if we go back to five years ago, alnost all
of them have causal human factors. Cbviously we want
to do something about it. W want to devel op good
preventi on prograns. Prograns need to be based on
data and that data has to cone from sonewhere and it

has to be investi gated.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

79
Next slide. So how do we get there? W're

tal king about going from collecting data on about 22
m shaps a year, or last year 35, up to close to 4, 000.
That gives a lot of people in the field a little bit
of concern as you can expect.

How do we get there? WlIl, the big thing is
AFSAS. AFSAS is going to nake this possible because
it's a nice web based data entry. It's real sinple
In it we help to walk the investigator through.
Wiet her they have a |ife science background or not
help to walk them through the human factors
i nvestigation.

More inportantly, to collect that data
because we have been training them to do this
i nvestigation but we haven't been collecting it. Now
this will give us a way to collect it easily fromthem
so it's not real onerous for them and adding a |arge
wor k| oad.

W are revising our safety courses, though,
to bolster the human factors curriculum and nake it
sinpler for them Also nmake it easier for themto get
a human factors expect to help them out when they need
it. And we're going to do it step wise over a three-
year period. W have already started on flight. W

will be noving to the ground side and weapon side over

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

80

this three-year period so that we can learn as we go
how well this is going, what kind of changes we need
to make.

Next slide. W are not necessarily going to
i nvestigate any deeper. W are just going to collect
the information so for our Cass A mshaps where there
is a fatality, a mllion dollars worth of danmage,
etc., we are still going to have a full-blown deep
i nvestigation. But for |esser grades of mshaps, Cs
and Es, you' ve seen the definitions before, they won't
need to investigate to the full depth and detail that
we do for our Cdass As. But still we wll be
coll ecting that information.

Since this will be automated we'll also be
able to use the previous five years of data once we
have it to set automated |evels, okay? The alert and
detect levels so that we won't have to be saying,
"Ckay, is there a problemin fatigue?" |If there's a
problem in fatigue, it's going to junp up and we are
going to have an alert telling us, "Hey, we're
begi nning to see an increase in our fatigue m shaps."

W don't necessarily have to ask the
guestion. It should pronpt us to let us know there's
a problem in that area. And it will becone a near

real-tinme risk analysis tools as opposed to what we
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have now where we are several nonths behind before we
know what's goi ng on.

Next sli de. Qoviously it's a huge
undertaking but we think we're going to get a lot out
of this. The Israelis in particular have gotten a | ot

of bang for their buck in |looking at |esser grades of

m shaps, looking at events to help prevent their
m shaps. W are helping to be able to do the sane
t hi ng.

Next slide. That's just real quick down and
dirty what we do. A little exanple of how we use our
data. Does anyone have any questions on any of this?

DR OSTROFF: Thanks very nuch. "1l open
it up to questions.

COL. LUNA:  Yes, sir?

DR PATRICK: Wiat is the state of the art
-- given this finding on the cognitive factors what
is the state of the art of cognitive profiling of
pilots, of actually determning who nmay be nore at
risk to make those errors in judgnent and may not, and
what factors m ght be intervenabl e upon?

COL. LUNA | don't have the nobst recent
data on that. | know that Brooks Air Force Base | ooks
at the recruits. Al the pilot trainees conme through

Brooks Ar Force Base and they go through a very
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extensive battery of tests to try to determ ne what
their characteristics are.
Then they have also |ooked back over a

nunber of years to see which personality profiles seem

to be nost at risk. Beyond that | really can't tel
you details on it. | don't have that on the top of ny
head.

DR PATRI CK It seened like it would be

interesting to sort of connect the dots between sone
of that because there may be a slight dose of ADHD
di sorder which is beneficial for pilots and a fitness
factor that is just as inportant as whatever physica
nmeasures that we m ght assess.

COL. LUNA: That's right. | agree with you

Qur aviation psychology cadre down near Brooks is
running that program and | don't know the details of
it at this point.

DR OSTROFF: I have a question. It's
probably a fairly sensitive issue, but you nentioned
fairly consistently the issue of fatigue. | know that
there's been a |lot of attention paid recently to the
issue of the use of stinulants to deal with fatigue
factors.

I " m wonderi ng whet her you are collecting any

data or information about that issue. If so, what
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sone of the things you're finding are. | guess the
ot her question, | mean, it came as a bit of a surprise
to me that sone of the stinulants that were being used
were actually allowed to be used and |I'm wondering who
sets that policy.

COL. LUNA If I don't answer all parts of
that, remnd nme and 1'll readdress. As far as
stinmulants are concerned -- | wll also |look at the
other side of that. 180 degrees off are our sedatives
because we do have stinmulants to help themto nake it
on long-distance mssions, particularly when they are
flying alone. W also use no-go pills such as
Restoril and Anbien to help themto cope with jet |ag
and to be able to get sleep in their new | ocations so
they are better rested.

For sone period of time we've had a code
specifically for nmedi cati ons prescri bed by a
physi ci an. Both of those fall into that -- would be
coded under that. W went back and periodically over
a time we've done this because this issue continually
comes back up. W have | ooked at that and we have no
events or mshaps attributed to either go pills such
as Dexatrin or no-go pills, Restoril or Anbien over
time. That's No. 1.

Fati gue we've been looking at very closely
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as well. Fatigue is very inportant. However, when we
look at our data we have some mshaps that are
directly attributed to fatigue where fatigue was
causal to the m shap. But nmuch nmore commonly -- |et
me say that is actually fairly rare that was the

factor that the mshap investigators found caused the

m shap.

What we have found, though, is that fatigue
sets up m shaps. It's one of those contributing
factors. It helps to set up problens of judgment,
problens of attention, and things like that. In that

way we find that fatigue is very inportant.

That's where our data has taken us in that
regard. CGoi ng back over close to 30 years we found
that a little over 7 percent of our mshaps fatigue
was found to be a contributing factor. Cass A
m shaps.

| think there was another part to vyour
guestion, though.

DR PATRICK: The policy.

COL. LUNA Pol i cy. Policy comes from
AFMOA. They generate it with research from the Ar
Force Research Lab. That is also staffed through the
line side, the actual aviators thensel ves. Ever ybody

has say into it.
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| know there was a period during the '90s

where the nedic said, "Hey, we've got this tool. W
think it's safe." The line side wasn't so sure about
it. There are checks and balances in that whole

program There may be other people here that m ght
know that process a little better from AFMOA Col .
Cropper or sone of the others may be famliar wth
everyone else that gets to weigh 1in on those
decisions. In general it conmes from AFMOA

Yes, ma' am

DR FORSTER  How nuch do you think you can
actually inprove the cognitive deficits or factors
that seemto be contributing to these incidents?

COL. LUNA Boy, that's tough. That is
difficult. One of the things that -- the way | | ook
at this is that our nodern aircraft, particularly our
nmodern fighter aircraft, are asking just a trenendous
anmount from our pilots, from our crews. There are
many things that they are asked to attend to. There's
two ways of hel ping themthrough that.

One is through training. Better training,
what to look for, when to recognize problens, etc.
But | think that's going to be Iimted. That's going
to be limted. The other part of that is working on

the systens thenselves and the displays and the
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conmputer displays. You know, | don't know how far we
can go in that real meither

W also are trying to go through not just
displays but oral warnings and visual types of
di spl ays. Particularly the Navy has cone a |ong way
in devel oping sone tactile types of things. They have
a tactile vest. So we're talking about spatial
disorientation where the pilot |loses a sense of their
orientation in flight.

Vell, historically the way a pilot has
gotten that information is by l|ooking at displays,
| ooking outside the cockpit and seeing the horizon.
But also looking at their displays to see the
instrunments there.

What the tactile vest does is it actually
gives them the sensation on their torso of where the
horizon is. W are finding that is also -- we haven't
fielded that in the Ar Force. However, that is
another way for us to try to address those types of
pr obl ens.

W have really been surprised with the
ability just using tactile cues alone for a pilot to
be able to fly the aircraft. Even a helicopter. 1've
heard about helicopter pilots being able to hover an

aircraft blindfolded and not being able to see their
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i nstrunment just because the tactile cues are on their
t or so.

Bottom line, it's going to be difficult and
we have to be creative in looking at things such as
tactile things. Training as well as inproving our
di splays and trying to prioritize things for the pilot
and crew.

DR FORSTER I'"'m glad to hear that. You
are focusing on things other than trying to inprove

peopl e's judgnment, risk perception, and that sort of

thing. | think that is probably [imted.
COL. LUNA: | think so.
DR OSTROFF: Thanks very nmuch. W' re

running a little bit behind so | think what we'll do
now is go to our break. It's just before 10:00. It's
5 of 10:00 so why don't we plan to conme back at, say,
let's take a 10-mnute break and then we'll cone back
and we'll enter the phase where we have several
guestions to the Board.

Thank you. Excellent presentations.

(Whereupon, at 9:55 a.m off the record
until 10:15 a.m)

DR OSTRCFF: Qur next series of
presentations have to do with questions that have been

put before the Board by Dr. Wnkenwerder asking the
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AFEB to perform as an advisory body to several
different DOD centers. W have presentations on those
centers and it's nice to have presentations by folks
that we're so famliar with. The first one will be by
Cdr. Ryan. It's good to see you again. W | ook
forward to your presentation.

COL. R DDLE: Her slides and the questions
are in front of you on the table. They are avail able
over here for other folks in the audience that m ght
want themon the table.

CDR. RYAN.  Thank you, Dr. Gstroff. Again,
it's an honor to present to the Board. The Board, we
were very privileged to have them cone out to San
D ego just about a year ago. Many of you are famliar
with sonme of this. |'m going to skip through rather
qui ckly what | think we've been through before. Al so
for the sake of tine. Again, all of the information
is on the slides that you have as handouts.

This is sort of special for ne because this
is the first time to present to the AFEB as now our
advi sory body to the DOD Center for Deploynment Health
Research. Just as a review, the DOD Center, our group
in San Diego, perfornms epi studies that relate to the
health of mlitary nmenbers and their famlies.

W al so have a focus on energing infectious
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di sease issues. I am going to hand the mke over to
ny colleague, Dr. Russell, for the md-section here
where we talk about particularly the infectious
di sease i ssues because he heads our |aboratory there.

We have 75 professionals on our team and 30
active protocols right now W are the |argest group
at the Naval Health Research Center and possibly the
| argest single epi group in the Departnment of Defense.

A lot of our origin is based on the |egacy
of the first &Gulf War in 1991. O course, after that
war there were multiple expert review panels an DOD
registries and VA work and extensive managenent into
the questions about health problens in that post-
depl oynent era. Those post-depl oynment health probl ens
cost the mlitary and the Departnent of Veterans
Affairs and the country quite a bit in terns of
intensive |ooks at what was potentially hurting our
vet erans who had depl oyed.

At the Naval Health Research Center under
the direction of Cap. Gay -- Dr. Gay, quite a few
studies, large epidemologic studies were perforned,
studies related to hospitalizations, synptomatol ogy,
review of the major publications, and reproductive
health effects.

Because of that body of work, when the DCOD
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Centers for Deploynment Health were stood up in 1999,

the Research Center was designed to be at the Naval
Health Research Center to be that group at Naval
Heal t h Research Center.

The dinical Center at Walter Reed, and Dr.
Engel is going to speak after we are this norning, and
then the Surveillance Center at the Arny site in
Aber deen, Maryl and. So we were quite honored to be
sort of l|abeled the DOD Center for Deploynent Health
Research formally in 1999.

W certainly don't act alone. W work with
quite a nunber of collaborators and |I've l|isted them
here for you. Many within the Departnent of Defense
and many academ c col | aborators, of course, outside of
the Departnent of Defense. W very nuch value both
col  aboration and consultation of our academ c peers,
especially the Arned Forces Epi dem ol ogi cal Board.

These are the projects. Again, | said there
are 30 active protocols but these are the nmgjor
projects that we have on the table right now at the
center. There are still a nunber of @ulf War kinds of
| ooks because we probably will never finish conpletely
tal king about the first Persian Qulf War.

W are going to spend a little time talking

about the nmajor foci here, the energing infectious
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di sease studies of which there are many. W won't be
able to do justice to them all but to give you a
flavor for the mpjor efforts there. The Birth and
Infant Health Registry, which we've talked about
before, the Recruit Assessnment Program and then the
| argest study within our team the M1l ennium Cohort
St udy.

I'm going to turn the mke over to Dr.
Russell for this md-section on infectious disease.

CDR RUSSELL: Good norning. |s ny mke on?
Can you hear ne okay? Good norni ng. It is a
pl easure to have the opportunity to talk to the Board
once again. I"mjust going to cover a few slides on
out infectious disease study as Dr. Ryan nenti oned.

W have a very unique facility here which
Dr. Gay built in the mddle 1990s. As many of you
are aware, it has sonme very unique capabilities in
di agnosis of respiratory pathogens. Most notably,
adenovi r us.

The lab was first built because of the need
to follow what happened after the adenovirus vaccine
was no longer available in recruit canps. That has
been enornously successful and this Board is very
famliar with sone of that data. ["1l show you a

little bit of that.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

92

A variety of other respiratory pathogens
including Goup A streptococcus. Qur lab has been
very involved in the outbreak of Goup A streptococcus
in the Marine recruits in San D ego which got quite a
| ot of national nedia attention.

Qur surveillance for viral pathogens, our
febrile respiratory infection surveillance projects
are at nine different group training centers
t hroughout the United States. Those are the blue
stars. The strength of this surveillance is the fact
that we have staff at each of these sites that do this
surveil l ance for us.

The st rept ococcus pyogenes, t he
streptococcus pneunoniae surveillance efforts, our
mlitary treatnent facilities. They send us islets
that they get at various places throughout the United

States and we characterize that from antibiotic

susceptibility to nolecular work on those. The
pneunococcal vaccine trial, | briefed this commttee
on about a year ago and that is still ongoing. 111

tal k about that briefly. And Pertussis.

This is sone of the data that we do put
forth on the Internet site. This is the results of
sone of our surveillance efforts at the recruit

training sites. You can see the running rate of
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respiratory illnesses at different sites. 1.5 cases
per 100 trainees per week is the static threshold for
an epidemc that's been used historically. That was
very notably exceeded frequently after the adenovirus
vacci ne di sappeared, which you all are famliar wth.

Al so available there is the actual results
of our testing at each of the different sites. You
see here MCRD San Diego, Geat Lakes, Ft. Jackson.
The adenovirus is the red portion here at the bottom
of each of the colums. Sone influenza. A very
highly vaccinated population here in the recruit
centers but still sone influenza. O hers such as
respiratory sufficial virus are also identified.

The green here at the top are unidentified febrile
respiratory illnesses.

One of the exciting things that we've been
expanding in in the last year is expanding this FR
surveillance from the recruit canps to floating
platforns. W are currently on board five ships. Al
of these ships are now involved in deploynment to
Sout hwest Asi a.

USS Nmtz, a large aircraft carrier, wll
have on board when the full flight conplinent is there
4,500. A couple of these others are anphibi ous ships

that have large Marine attachnents to them Have
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different exposures. Very interesting inportant
surveil l ance we feel

The other strength of doing sonme of this
surveillance is the anphibious ships have -70
capability so collection of sanples that can be stored
appropriate for further classic culture is possible.
The ships that do not have -70 capability we have
l[iquid nitrogen tanks on board to collect sanples
appropri ately.

Ve have al so support ed t he For war d
Preventive Medicine Unit that is actually in the
process of leaving right now in support of Southwest
Asi a depl oynents. W have provided the Nmtz as well
as the Forward Deployable Preventive Medicine Unit
with some diagnostic capability for both adenovirus,
i nfluenza A, and influenza B.

This has been a pretty large effort on our
part over the |last several nonths in order to get this
to a point that it was usable by these organizations,
that it was sinply used and reliable. AFl ERA has
provided a |lot of collaboration and expertise to the
design of the priners. Just wonderful coll aboration
with them They have designed a lot of this but
hadn't had the opportunity to really test it yet. W

have done that over the | ast several nonths.
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Wat was developed was a |ife cycle of
capability because the aircraft carriers on the west
coast have life cyclers on board. Forward Depl oyable
Preventive Medicine Unit has a life cycler they are
taking with them

What we have developed is a cyber green
realtime PCR nmethod of identifying adenovirus and
influenza A an B. It's a pretty strong capability
because not only do you have the real tinme PCR of
i dentifying whether or not your pathogen is there, you
can then go back with the product, do a nelting curve,
and for the one PCR for exanple, for the adenovirus
the nelting curve wll give sone pretty good and
strong information about the serotype of adenovirus
dependi ng on where that DNA nelts and the fluorescence
islost. Thisis alife cycler.

The influenza we successfully nultiplexed
fromoriginal patient specinens so you do both A and B
in the sane tube and the nelting curve tells you
whether it's A or B.

Some other enmerging infectious disease
projects that we're enbarking on right nowis a |ot of
expansi on of our nolecular projects. Br eak-t hr ough
adenovirus infections fromthe archive of sanples that

were collected in the early adenovirus surveillance at
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our recruit training centers. There are quite a few
individuals that canme down w th adenovirus infection
after they received the oral vaccine.

W pulled these aside and we're |ooking at
them actually in our final stages of doing phyl ogeny
analysis of these islets as conpared to individuals
that did not have the vaccine and had an adenovirus
infection both 4 and 7.

The developnment of nmulti-locus sequence
typing is sonething el se we've spent a lot of tine on.

It's now developed for streptococcus pneunoniae,
G oup A streptococcus, as well as nethocylin resistant
st aphyl ococcus ari as.

A year ago | reported to the Board that we
had an unfortunate but interesting case where an
i ndividual did succunb froma neningitis that appeared
to be <caused by streptococcus pneunoniae and it
appeared to be unencapsul ated which was pointed out
and is well known to be very wunusual for an
unencapsul ated organismto be so virulent.

Dr. Muster confirmed that it appeared to be
an unencapsul ated pat hogen. As | was talking to him
about further analysis of this islet he said we really
need to do nulti-level sequence typing on it. Ve

devel oped that over the ensuing nonths and that nulti-
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| ocus sequence typing analysis showed it to be
serotype 38. It was sinply an energing serotype that
wasn't generally included in his or our serotype being
pr ocessed.

So it was not unencapsulated but it was an
ener gi ng serotype. It's a strong capability. W' ve
been wusing this for the group base streptococcus
outbreak in San Diego, as well as for the nethocylin
resistant  staph. arias outbreak that has been
af fecting many populations in the mlitary.

Lastly, | just want to talk briefly about
sone partnering with various organizations that are
devel oping sonme very novel diagnostic techniqgues.
Clearly PCR has been absolutely groundbreaking in
di agnosti cs over the past decade.

However, to do PCR you have to, one, have
knowl edge of the organism you're |ooking for, the
sequence of that to design primers that wll target
it, as well as the fact that it's largely a one
pat hogen, one run | ook. One sanple, one pathogen, one
run. There's sone multiplex but it's not particularly
strong.

Sone of these newer diagnostic techniques
are trying to look at high through-put for nmultiple

organi sns si nul taneously. One of them does a PCR
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front-in but it's wusing prinmers that are directed
toward highly conserved regions of bacteria, for
exanple, or wu-carryouts so that the anplicon that's
created mght differ depending, or would differ
depending on the pathogen and the pathogen that 1is
actual ly there.

Amplicon is sprayed into a nmass spectroneter
that is sensitive to nolecular weight up to 3
el ectrons so it can tell you the conposition of base
pairs in that anplicon usually with no -- wusually
there is only one conbination of base pairs that would
result in that nolecular weight. Then often that has
been specific for a particul ar pathogen.

VW have been using this in collaboration
with the civilian organizations that are devel oping
this to look at sone of our adenoviruses for
serotyping our adenovirus. They were also very
involved in our group base streptococcus outbreak
i nvestigation because they had the capability of
within 12 hours |ooking at hundreds of sanples for
hundr eds of organi sms.

W devel oped this to show some very strong
association wth different clones of Goup A
streptococcus which we thought we mght need if this

out break spread anynore than it had at the particul ar

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

99

This is a four-dinensional chart that
results from this nmass spectronetry analysis. Her e
are three dinmensions, the fourth one being the size of
t he nol ecul e. Again, showing a lot of prom se. The
ot her technique is mcroarrays and we are involved in

the ECS calibrated surveillance program and | ooking at

t hat .

Next . The pneunobcoccal vaccine trial.
Again, | briefed this commttee on it a year ago. It
is still ongoing. W've had challenges over the | ast

year. W look in the next nmonth to finishing up this
trial. Over 140,000 people enrolled in this.

This Arned Forces Epidem ology Board -- the
endorsenent of the Armed Forces Epidem ol ogy Board
really was critical in developnent, inplenmenting this
trial. W are thankful to you for that. Hopeful |y
sone good information is going to cone fromthat.

Next . Again, there are quite a few peer-
reviewed publications that have cone from the
respiratory disease work. W hope to continue in this
tradition.

Dr. Ryan.

DR OSTROFF:  Thanks.

CDR  RYAN: Again, we are conscious of the
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time and I wanted to make sure that hopefully we have
enough tine to talk about the infectious disease work

which is so exciting and really is the |legacy of Dr.

G ay.

W've talked about the Birth and Infant
Health Registry before but | know there continues to
be interest here. This slide shows there is strong

background when you get into the post-CGulf War era to
develop this birth defect surveillance system

Wy do we want to watch birth defects?
Because they are comon, they are costly, and they are
extraordinarily concerning. The CDC and the states do
birth defect surveillance at least in 35 states. But
for many reasons the Departnent of Defense can do this
extremely well. In many cases better than other
syst ens.

The reason we can do that is because we have
so many data sources that are standardi zed and that
are accessible to us. W have visibility on all of
the births of all of the babies to mlitary famlies.

W have visibility on both their birth to denographic
factors and then their diagnoses in the first year of
life.

What do we find when we |ook at all those

data? 90,000 to 95,000 births per year, which nakes
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it a very large systemand it's very conplete capture
of those data. 19 percent of those babies are born to
active duty wonen. The nmajority are born, of course
to wives of active duty people.

The mlitary births take place all over the
country and, to sone extent, all over the world.
There's nore than 20 foreign countries where military
births take place. Really in terns of a surveillance
system has sone interesting visibility there. W can
link again to denographic, occupational, and mlitary
exposure dat a. At least some of those data that are
concerned when we talk about potentially things that
are associ ated with adverse reproductive outcones.

Wiat do we find? Overall there's 3.2
percent of mlitary births are affected by ngjor
congenital abnonmally. That's very consistent wth
civilian data and factors associated wth those
adverse outcones. |Including advanced nmaternal age and
so on are also very consistent with what is seen in
the civilian world.

Limtations, of course, is that this is
surveillance of live births. W can't capture defects
in mscarriages or still births, and we can't and
don't capture diagnoses after the first year of life.

That nmkes wus consistent wth other surveillance
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systens. Even though that is a limtation, it's
important that we remain consistent. It is the way
that we can best define these data both in terns of
t he enunerators and denom nators, if you wll.

The strengths again is that we have conpl ete
capture. We have quite a bit of records that we can
revi ew. W have sone validation of the electronic
records done by hand that show us that the data are
extrenmely valid. W have the ability to link to these
ot her systens that make this a val uabl e resource.

W do annual reports. W contribute to the
National Birth Defect Prevention Network. That's the
US state surveillance, CDC surveillance. Then,
finally, I want to mention again another place where
the Armed Force Epi. Board has really been a great
asset to us and has really hel ped us, one of the first
linkages of the birth surveillance system to an
exposure of interest was to anthrax vaccination, so
mat er nal ant hrax vacci nati on.

Many of you on the Board | am extrenely
grateful to for continuing to help us in sorting this
out because our original evaluation was quite
provocative, contributed to some reports on anthrax
vacci ne and reproductive outcones that are of concern

to mlitary nenbers.
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It pronpted a Jlarge validation effort,
validation of both anthrax vaccine data and of the
birth defect surveillance data. The anthrax vaccine
validation, which has been quite a rigorous effort
that we have pursued in the last 12 nonths, has
progressed.

At another point | know the Board is
pl anning to hear about that. That's inportant to the
mlitary, especially as we nove into future
depl oynents and we rely on these vaccine data for
smal | pox vacci ne and ot her exposures.

Just a few words on the Recruit Assessnent
Program Col. G bson tonorrow is going to present on
this so I'"'mreally not going to spend tinme here, but
just to say that we are continuing to be involved in
the Recruit Assessnent Program This is all about
collecting baseline data on recruits. Ever ybody
appreciates how inportant those baseline data are.
They are not available until the Recruit Assessnent
program was stood up.

Col l ects denographic data and all of the
sort of pre-exposure data of interest, if you will, or
baseline data of interest. W've done a lot of work
at the Marine Corps Recruit Depo honing this

instrunent to collect these data.
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Right now we are currently about 18 nonths
after being fully inplenented at the Marine Corps
Recruit Depo which has resulted in a |arge anount of
data for us to analyze and help hone the instrunents
as well as to comment on what those data show

There are some exanples again that are in
your handout . These are sort of interesting things
about what these young adults joining the Marine Corps
tell us when they <cone in in terns of their
environnents that they've <cone from and their
potential health risk factors before comng in.

W spend a lot of tine -- Col. Rddle wll
be pleased to know I'm not going to spend tine on this
slide, but to tell you we spend a |lot of time |ooking
closely at these data -- again, this is still a pilot
program because this is not DOD wide -- |ooking at re-
test specifics and specific questions of interest so
that we really hone the survey the best we can since
the goal is for this to be inplenented DOD w de.
Again, Col. Gbson is going to spend tinme tonorrow
tal ki ng about that progress.

To wrap up our contributions to the Recruit
Assessnent Program well underway in San D ego,
sharing what we're doing with Ft. Jackson and the

other recruit canps, and really get quite a bit of
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interest from our colleagues in Canada and Australia
on this program

Finally, a few slides on the MIIlennium
Cohort Study. Qur largest effort in the DOD Center
for Depl oynent Health Research. Again, a study that
the Armed Forces Epidem ol ogi cal Board both as a group
and i ndi vi dual nmenber s have contri but ed to
t remendousl y.

M |1 ennium Cohort has a background that also
related to the post-@ulf War era. There is a
recogni zed need to do |ongitudinal prospective study
of the mlitary so we can better assess deploynent
effects on how and, again, sort of a Fram ngham nodel
if you will, of looking at mlitary health.

Primary objective is to look at chronic

di sease outcones or |ong-term outcones. This is a
| ong-term effort. Even the multi-synptom ill nesses
within a cohort over 20 years. Again, a secondary

objective is looking at the things that were hard to
define in the @ulf War era, functional health status
synptons over tine.

Wat we're doing is enrolling a |large
cohort. It was a stratified random sanple anong all
of the people in the US mlitary who were on board

in Cctober of 2000. The plan is to resurvey themto

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

106

get subjective data every three years for up to 20
years.

New accessions will be added to the cohort
in 2004/2007 and wll |Ilink to objective data on
exposures and health outconmes throughout those 20
years at the schene of how people are enrolled. W
are just conpleting initial enrollment of the initia
cohort and then we're addi ng new accession cohorts at
two other points in time, 2004 and 2007, and we'll
follow all the way out to 2022. Very large effort
which at this point we spent nost of our tine setting
up because it's extrenely inportant that we set this
up as well as we can because it's such a long-term
effort.

The data that will be linked to the cohort
who has consented to enroll and include all of these

obj ective data, deploynent issues and denographics,

exposures like i mmuni zat i ons, out cones like
hospi talizations, birth defects, norbidity, and
nortality.

Again, we sent a lot of tine enrolling so
far. W have sent out our invitations and we have
spent a lot of tinme talking about getting our
enrollment rate as high as we can so that it's as

representative a sanple as it can possibly be. But
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t hi nking about retention because we need to retain
these fol ks, this |arge nunber of people in our cohort
to work with us, so to speak, for the next 20 years.

Again, that's our Veteran's Day card which
is aretention effort. It says, "Happy Veteran's Day.
Thanks for contributing to the MIIennium Cohort."
They will get another card on Mnorial Day and they
will keep hearing from us to have that identity of
being part of the MII|ennium Cohort.

This is our website. W really just enjoyed
working with the website because the website not only
has great information and so on and tells people
what's going on but gives them the opportunity to get
i nformati on, gener al information on |ine about
enrol Il nment, but also to enroll and contribute their
data in a secure fashion on line which has been a
tremendous asset to making this work on such a large
scal e.

W've really benefitted from sone nmarketing
consultation which is new for us. That has really
contributed to us having a well-received website.
This is an incentive to use the website, a phone card.
That's worked very wel | .

Currently we are conpleting the initial

enrol | ment. W were challenged in the very first

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

108

nmonths of enrollnment by the terrorists attacks of
Septenber 11th. That did kind of inpede our plan for
enrollnment a little bit. W also had anthrax in the
US mil systemwhich really put a crinp in trying to
do mail surveyed enrol |l nent.

That's another reason the website was so
val uabl e. W have actually now 78,000 nenbers
enrolled in the cohort and we expect the conplenent to
140, 000 by 2007. Qur Internet enrollnent, enroll nent
over the website, is nore than 50 percent.

A little bit of |look at data. One of the
reasons why | say that conpleting the survey on the
Internet, or enrollnent on the Internet is a wonderful
thing, not only are the data clean and conplete. This
shows conpletion rate by questions. They are very
easy for us to analyze. Just a nyriad of things that
are superior about enrolling over the Internet, the
secure website.

In the paper survey, although we use an
advanced software capability called Teleform to get
these surveys done and scanned in accurately and
cleanly, it's still much, much nore efficient to do it
over the Internet.

This is 90 percent here so you can see

conpletion rates are actually quite strong in both the
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paper survey and the Internet survey. They are
superior over the website.

An awful lot of people help us wth the
M || enni um Cohort, as it should be. Again, it's a 20-
year effort. Co-investors from all the services and
the Departnment of Veterans Affairs. VW've got a |ot
of external consultation into the protocols. Miltiple
IRB reviews with all of our organizations. W have an
ext er nal review by the Anerican Institute of
Bi ol ogi cal Sci ences about every 18 nonths.

W are now privileged to have AFEB review
that | have indicated as annually by Col. R ddle's
indication of reviewng the DOD center in general.
Then we have a specific scientific steering and
advisory commttee that many of vyou are already
famliar with who at |east annually, and generally
nore often, spends quite a bit of tinme helping us to
make sure that the science is strong.

A little bit of press on the MIIennium
Cohort that we hope is recognized as inportant to the
Depart nent of Defense.

Then finally just a few wap-up slides here.
The tinme is gone. On our question to the Board, to
the AFEB, as an advisory body to the DOD Center for

Depl oynent Health Research, we really didn't cone with
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a question to the Board, specific question to be
answer ed.

| want to again say how much we val ued the
Armed Forces Epi. Board being a proponent of various
projects over tinme; the Recruit Assessnent Program
the MIlennium Cohort, the Birth Registry work, the
pneunococcal vaccine trial, other infectious disease
studies in our center. It really has been quite
power ful and inportant to us.

Looking at the direction of our research in
general is valuable to us to have the Arnmed Forces
Epi. Board give any thoughts or opinions or conments
that they have on the overall schene of our research
and direction we're taking.

In the future we've been asked to | ook at
smal | pox vacci ne because certainly already recognized
to be an issue of concern to the mlitary. VW have
experience looking at anthrax vaccine and health
effects, bot h | ong-term heal t h effects and
reproductive health effects.

W expect to be looking at if another
Sout hwest Asi a depl oynment, |arge-scal e deploynent and
engagenent happens -- forgive ne for putting in a Qulf
War Il there -- if some engagenent happens in

Sout hwest Asia, there will likely be post-deploynent

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

111

concerns.

Qur Recruit Assessnent Programwill allow us
to have some baseline data on a |large nunber of
Marines who have deployed to that area. W have
consi dered | ooking at that longitudinally after such a
depl oynent .

Certainly we continue to talk about
col  aborative work on the MIlennium Cohort wth a
nunber of other groups, folks who are concerned about
brom de exposures, other vaccine exposures, the other
environnental exposures in that region, or general
depl oynent heal th issues.

Again, we value your thoughts trenendously.
The recommendations of the AFEB often drive research
and resources. Your comments on both that and
col  aborations are of trenendous value to us.

| always have the picture slide of the team
that "'mprivileged to work with. This is about 45 of
the 75 folks who are on our team W are lucky to
live in sunny San D ego.

DR OSTROFF.  Thanks very nuch. Let's open
it to questions fromthe group

Dr. Berg.

DR BERG Megan, in about a nonth HI PA goes

into effect which has trenmendous inplications for
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medi cal dat abases. How is that going to affect the
center?

CDR RYAN. So far so good in terns of H PA
issues. Qur institutional review boards and the other
institutional review boards are struggling with how
HPA will affect all research. W expect that we'll
be able to neet requirenents that the IRBs nay inpose
on us inrelation to H PA as they cone up.

It is a concern but it's a target which is
not well defined for us at this point in terns of what
inmpact it wll have. There has been certainly sone
consideration that the inpact may not be so great upon
the Departnment of Defense or the Departnent of
Veterans Affairs as it wll on the Departnment of
Heal th and Human Services, for exanple. W are quite
cognitive of it being a potential inpact to us in
terns of collecting these data.

DR BERG Thank you.

DR PATRI CK: Megan, a very inpressive
presentation. What |'m wondering, | want to kind of
connect what you have described here wth an
observation that came in the earlier presentation on
the inconplete public health nodel in DCOD related to
we can identify issues and we can nonitor the results

of intervention affects. It seens |ike essentially
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interventional research mght be |ess enphasized than
nor e of t he surveil |l ance and epi dem ol ogi ca
descriptive kinds of things. Is it the role of your
group or the clinical group or the surveillance group
to fill in some of that and/or what plans mght be
underway to essentially do nore of that kind of stuff
and factor it into the ongoing processes that are
i nvol ved here?
CDR  RYAN: That's an interesting question

When we think about clinical -- for exanmple, clinica
interventions for deploynment health concerns, there
actually was sonme vision in the planning of the
Depl oyment Health Centers that clinical research would
be with Col. Engel's group at Walter Reed and the
long-term epidemiologic studies wth our group,
al though we have worked together clearly on several
st udi es.

In ternms of other interventional work we've
certainly done some of that as in the pneunpbcoccal
vaccine trial. You are right that the vast majority
of our portfolio is on observational epi. studies and
not interventional studies.

W do have a little clinical trial center --
| shouldn't call it little because it's quite a bit of

work -- where we collaborated on clinical trials with
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the Departnment of Veteran's Affairs. There is sone
ook there but in terms of who decides where the
resources should go, nuch of that is driven by the
st akehol ders and the peopl e who fund the studies.

At the highest levels of the Departnent of
Def ense and the Departnent of Veteran's Affairs we'l
see whet her there's drive for some specific
intervention or whether a large epi. study is nore
i nportant.

DR PATRI CK Wen | see this division
between the clinical and research and nedical
surveillance, when | think clinical | typically think
nunerator rather than denom nator, rather than sort of
general overall public health types of interventions.

| think it's a real policy issue. Care should be
taken to not |ose the concept that sonme of perhaps the
nost productive clinical/public health research and
intervention research may well really bridge your unit
and their unit.

Again, you' ve asked for our advice and |
think this is an inportant area that m ght take great
care to assure that it happens. W have heard this
norning there are problens that probably are going to
take very nuch a denom nator approach to addressing

rather than just clinical environnents.
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DR OSTROFF: Let ne ask the $64,000. Since

the genesis of your center arose from problens that
occurred with Gulf War |, now that we're approaching
Qulf War 1, that's the way that I'Il look at it, are
you confortable that we have the data systens in place
to nake sure that we don't have sone of the
interpretive problens that we saw after Qulf War [?

CDR  RYAN: | don't think that any single
study is going to be the answer to all of the
guestions that mght come up in the next deploynent.
| think the MIIlennium Cohort goes a long way to help
it.

The Recruit Assessnent Program -- candidly,
| wish the Recruit Assessnent Program was in place at
every boot canp and had been in place for the |ast
five years so that all the deployers right now would
have the sane baseline data. No, not conpletely do we
have everything that everybody would like but it's
much, nuch better than it was in 1989/90 before the

| ast maj or depl oynent to Sout hwest Asi a.

Are we ready for all issues? | don't think
any of us will ever feel that confident to say we are
ready for all issues but we are nmuch better prepared,

| think, than we were 12 years ago.

DR HERBCLD: One observati on. When Col.
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Copl ey was briefing on the Air Force Safety Center and

tal king about one of the mssing links it was a |ack
of having the authority to inplenment intervention
pl ans or progranms which involves the line of the Ar
Force and of the safety community.

| note on the list of research collaborators
that they are predomnately, if not all, nedica
units. Has there been sonme thought to having an
advi sory board of line and potentially a congressiona
i nvol venent to assist in the long-term survival of
t hese prograns?

CDR  RYAN That's an excellent question.
Perhaps they do it justice on the collaborator's
sl i de. W actually get reviewed as a defense
technical objective, it's <called M>-25  annually
through sonething called the TARA, Technical Area
Revi ew and Assessnent Program  The acronym may sound
nmeani ngless but it's a large Departnent of Defense
review on all mlitary research investnents, if you
will.

And it's not just nedical. The fol ks who
are reviewing us, the professionals review ng us, are
congressional and Ilineside |eaders who are naking
decisions in terns of resources about whether or not

this is what we want to do and who should be talking
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to whom for this kind of work. There really is
lineside or operational side input into sort of the
foundati on of what ends of being our resources. And
on a nore local level, we work closely with |ineside
comunities on sone of our work.

| know Dr. Russell couldn't even begin to
put that slide up of an aircraft carrier if he wasn't
talking to the commanding officer of that carrier.
There's a lot of line comunity. Easier for us within
the Navy locally but we're certainly sensitive to the
fact that we have to be responsive to the operationa
communi ty |ineside.

DR OSTROFF: Let ne just ask one nore quick
guestion and then we'll nove on to the next
presentati on.

Commander Russell, you said there were sone
difficulties with the pneunococcal vaccine trial

CDR RUSSELL: Yes, sir. Over the last year
Weth has stopped production of their product, which
you probably are aware of. The product for our study
was no exception. They have apparently produced nore
vaccine for wus but it is going through mltiple
quality control hurdles and we continue to be put off
on when the Weth product will be avail abl e agai n.

We have successfully inplenmented purchasing
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the Merck vaccine which is generally felt to be a
conpar abl e product and are using that currently in our
st udy. That is probably the biggest hurdle we've
gotten through over the |last year.

Naturally there were all sorts of |IRB
i ssues. W had a lot of challenges at Geat Lakes.
Not particularly because of our study but because of
their I RB approval process there which gave a |ot of
del ays to our study.

And we have ongoi ng challenges of how much
pneunococcal illness there actually 1is in the
popul ati on. Currently in our wunblindings we are
seeing very little effect of the vaccine for all cause
of pneunoni as. W are getting a lot of permatory,
| aboratory health from the CDC on exactly what out
burden is.

DR OSTROFF: Thanks. Wiy don't we nobve on
to Col. Engel.

COL. ENCGEL: How well can you hear ne?

DR OSTROFF: W can hear you just fine.

COL. ENCEL: GCkay. Geat.

COL. RIDDLE: Megan nmade it in 25 m nutes,
Chuck, so I"'mgoing to set the clock here.

COL. ENCEL: Pardon ne?

COL. RIDDLE: Megan nade it in 25 mnutes so
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you' ve got a tough standard here.
COL. ENCEL: That's bol ogna because |'ve

been on here.

Cay. I"m just hoping that ny kids won't
burst into the roomin the mddle of this. | couldn't
get to the office. In fact, ny next door neighbor

managed to get his Toyota Landcruiser stuck out in
front of our house so that kind of gives you an idea
of what it's |like here.

In any case, |'lIl go ahead and start. Are
the slides up?

DR OSTROFF:  Yes.

COL. ENGEL: Co to the second slide entitled
"Request for AFEB Advice." | would like to sort of
start out with what it is that we are interested in
knowi ng. Certainly your advice can extend beyond
t hese questions. W would Iove to hear the ideas that
you m ght have, but these are some specifics that we
t hought woul d be inportant for us to hear.

One is advice on population health care

nodels and clinical epi . methods for inproving
depl oynent related health care. Al of this will be
obviously in the context of what |I'm going to present

to you after this slide.

Al so, we have a need as | would describe as
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an ongoing need for review of our various mssion
elements and to what degree we enphasize each
Naturally there's external pressures that we feel in
various aspects of our mssion which in the long run
may not be necessarily the best thing for us to be
doi ng. It helps for us to have external advice that
keeps us sort of on track in a |ong-termway.

W are also interested in analogous
activities on which we can nodel our activity. Are
there other activities in the civilian sector such as
-- I"'m aware of the evidence-based practice centers
that arc funds. To sonme degree what we're doing is
simlar to that, although not the sane.

Then also we're interested in ways that AFEB
mght recommend or facilitate collaborations wth
ot her federal departnments. | say specifically the VA
we're interested in and the Centers of Excellence that
they have in rel ated areas.

If you go to the next slide, it just offers
a quick overview Gven the time I'"'m just going to
skip over it. | know that pretty nuch the fol ks that
are listening have heard nme present on this before.
won't bel abor sone of the historical aspects of things
that you' ve heard before but I do want to cover them

W started out as the GQulf War Health Center
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in 1994 when the Departnent of Defense started what

was called the Conprehensive dinical Evaluation
Program for @ulf War veterans' health concerns. That
was nodeled after the VA's Persian @lf veterans'
registry.

The next slide shows what became some
positive publicity around a unique elenment that we ran
at our center which was essentially a tertiary care
referral intervention for people wth serious but
nmedi cal | y unexpl ai ned physical synptons, serious in
that they often drove disability.

Quite honestly serious in sonme cases because
they conplained to people in high places that they
weren't getting their needs nmet through the existing
health care system W went to great lengths to
assist them and got some positive publicity and sone
positive results in assisting them

Wiile all this was going on, the next slide
shows that we were gaining a sort of new
under st andi ng. VW were re-renenbering the fact that
thee sorts of synptom syndronmes after war were conmmon.

You go to the next slide you'll see recent
synptom syndronmes that involve mlitary disaster or
terrorism In the second colum, [lower right-hand

corner you'll notice -- in fact, when | spoke to the
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AFEB before | had a slide that showed that there were
people within days already raising concerns about
exposures and their inpact on health and how this
coul d mani fest as nedi cal |l y unexpl ai ned synptons.

Novenber Newsweek had an article on
sonething that it called Wrld Trade Center Syndrone.

W have seen an escal ation of those concerns. There
have been synptons in people who are concerned about
ant hrax exposures. W' ve also seen health concerns
related to irradiated nmail that was intended to
prot ect peopl e ant hrax.

The next slide shows a nore recent
devel opnent that's not wdely known but there was
concern at one point about environnmental exposure at
an Uzbek base. There were sone troops, largely Air
Force, that returned and had synptons that they
rel ated to exposures that careful testing was not able
to replicate. W were left in the situation of not
really having any clear exposure that we were aware
of . Nevert hel ess, news had gone out. Peopl e were
devel opi ng synptons and concerns related to that.

The next slide really shows what anyone who
has practiced clinical nmedi cine already knows.
Probably a lot of people who have just seen a doctor

already know and that is that there are many things
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that doctors can't explain. Doctors don't necessarily
like to advertise that back. It's probably not a good
busi ness principle. They apply fancy nanmes to a |ot
of these things which inplies that they know nore
about themthan they necessarily to.

The next slide really just gets at this
i ssue that we've been tal king about, which is if these
sorts of synptons are common and these concerns are
common, what's the big deal? Way should we think
about post-depl oynment care as any different from other
"routine primary" care that's delivered.

The next slide really i's obvi ously
rhetorical. It is attenpting to show that certainly
in the general public's eye any attenpt to mnimze
the hazards of our work place just doesn't pass the
conmon sense test. Certainly over tinme we' ve done
some things to shoot ourselves in the foot which
arguably may have been acceptable at the tine, but
certainly now they offend our sensibility such as
nucl ear testing and testing with chemcal agents as
late as the '70s in Hawaii. These have only
exacerbated health concerns related to nore recent
things Iike Gulf War and the ant hrax vacci nati on.

The next slide enphasizes that in clinical

medicine there is this large interpretive space or
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interpretive gap which is between what is a plausible
cause of any patient's synptom and a proven cause of
any patient's synptom Oten in clinical nedicine
studi es show that about a third of patients present
wi th nmedically unexpl ai ned synpt ons.

They are in that mddle area. The
clinicians tend to ascribe these sorts of synptons to
stress. If there is any mstrust or m sgivings about
the honesty of the provider, and sonetines even if
there is trust, the sense on the part of the patient
is that their problens are being dimnished which can
yield a bad outconme, even if it's true.

That's not to say it's always true but the
point is if you can't nmake the intervention acceptable
to the patient or the explanation acceptable to the
patient, it disrupts care. It doesn't enhance it.

The next slide shows a study that we did in
VA providers in thinking about Qulf War illness which
only highlights what [|I'm saying. W conpared
internists to nental health professionals in their
nodel of cause and treatnent for Gulf Var ill ness.

Wiile there was substantial agreenment, there
was definitely disagreement in the direction across
the two specialties in the direction of internists

seeing these sorts of synptons as nore psychol ogi cal
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and behavioral open cause and appropriate treatnent,
while nental health professionals saw it as nore in
t he nmedi cal domai n.

Both specialists tended to view these, as |
see it, through sort of an uncertainty spectrum where
they knew it wasn't sonmething that they were really
accustoned or famliar with treating and they tended
to point the finger at the other specialist which
obviously creates challenges in health care delivery
and confusi ng nessages for the patient.

The slide after those two slides, Post-
Depl oynment Health Concerns. A Force Health Protection
I ssue only highlights in that confusing circunstance
it creates the stress for patients. It can lead to
i nappropriate health care use. | nappropriate health
care use can |lead to iatrogenic harm

Not to mention the fact that many of these
synptom syndrones even though we can't explain them
necessarily are associated wth decrenments and
functional status and occupational functioning. At
least in ny own mnd, one of the biggest problens
associated with this is that in the mlitary it drives
a wedge between us and our patient population by
decreasing our credibility and trust or decreasing the

-- well, really in both directions.
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To sonme degree there is loss of trust in the
provider that the patient is telling them the truth
about what is driving their synptons and their visits
to the doctor and vice versa. Mre inportantly, there
is a loss of faith in the nedical systemthat it wll
provi de an adequate safety net for people in the post-
depl oynent cont ext.

The next slide sinply shows that with regard
to this uncertainty problem and nedically unexpl ai ned
synptons that the institute of nedicine felt that
strategi es needed to be inplenented. They recomended
sone specifics which included clinical practice
gui delines. And, consistent wwth the earlier coment,
clinical trials to evaluate approaches to nedically
unexpl ai ned synpt ons and simlar uncertainty
situations in clinical care

The next slide shows -- it is simlar to the
one that Megan showed earlier which nore or |ess
enphasizes that we were designated in 1999 as the
Depl oynment Health dinical Center to go along with the
Research Center and the Surveillance Center

The next slide shows sort of a concise
version of our relatively expansive mssion which we
have to sort of boil down to really do it. That is to

i nprove post-deploynent health care for DOD health
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care beneficiaries. I've added in the reserve
conponent here.

Qovi ously when they' re activated they becone
DOD health care beneficiaries, but one of the things
we |earned after the Qulf was that often they are
outside of the established health care safety net.
Pol i cy changes have occurred over time but still that
remains an unsolved challenge in terns of health care
del i very.

Go to the next slide. The way we are sort
of conceptualizing the challenge to some degree is
captured in this political cartoon. It says, "W
mapped t he human genone, mast er ed artificia

intelligence, and unlocked the secrets of the

uni verse. Meaning we' ve got great technology. |If you
hit the enter again, "The wheel, though, still needs
sone work."

It shows the Firestone tire with a little
fracture in it. The basic idea being that nedicine is
a pragmatic science. Even if you ve got the world's
best technology, which we do, that applying that to
real people, and the fact that it's applied by real
peopl e, introduces a |ot of chall enges.

How do we overcone that? The next slide,

this is our nodel sort of what we're trying to do. |
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don't think it's a novel npdel. In fact, it's
borrowed from sone nodels that |'lIl show here in a
m nut e. The idea is that we develop a cadre wth

clinical experience, which we've done based on
previ ous depl oynents, nost particularly the Qulf War.

W accurmulate clinically relevant evidence.

As you mght imagine, as was said earlier, clinica
trials are decidedly in short supply on sone of these
guesti ons. W are often dealing with policy group
recommendations is the highest form of evidence that
we have.

The correlation of that evidence into
practice guidelines and then systematic efforts to
i npl enent those guidelines and evaluation in the form
of clinical epi dem ol ogi c st udi es | ooki ng at
i npl enentation strategies and the effectiveness of
those strategies not only on inplenentation but on
heal t h out cones. Then an ongoi ng recursive cycle of
this approach essentially over and over.

The next slide shows the nodel of care which
we are pronoting. This is a nodel put forward by M ke
Von Korff and colleagues from the group Health
Cooper ati ve. And to sonme degree it's countered to
what | woul d describe as sort of authoritarian culture

which exist wwthin the mlitary.
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That is where nedical problens are defined
col l aboratively between provider and patient. The
i nportance of that problemis negotiated based on its
medi cal inportance according to the nedical expert in
the roomand the patient's notivation to overcone it.

Then a continuum of services that involve
probably nost inmportant in all of this, sustained
active followup. More inportant than necessarily
what we do for these folks is often the trust and
confidence that we gain in follow ng themover tine.

The next slide is a gloss-over slide but
it's sinply to show that this nodel of care is based
on an institute of nmedicine nodel on disability
prevention that involves predisposing, precipitating,
and what s <called here disabling factors or
perpetuating factors. And the fact that there are not
only bionmedical but other factors that inpact on
ultimate heal th out cones.

The next slide highlights a specific aspect
of interest that we have in terns of building this
nodel of care, and that is an enphasis on hel ping
clinicians conmmunicate environmental and other health
risks better to their patients.

This slide runs through advantages of doing

that, one of which | would highlight at the end of the
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list there is that if primary care providers are
practicing in a consistent way good risk conmunication
with their patients.

Over 90 percent of our beneficiaries see a
primary care doc at |east once a year so there is the
opportunity to have relatively private conversations
about risk with someone with a conbination of nodest
techni cal expertise and good conmunication training
who is still relatively trusted

If we can overcone sone of the clinician
notivation, or lack of notivation to communicate some
of these risks and variations in skill, we have the
potential to have a very positive inpact.

Von Korff in the next slide elaborated their
approach which is akin to our own approach to
pronmoting this nodel of care. They suggested
guidelines and an enphasis on clinical information
systens, performance indicators, and both patient and
provi der incentives.

A key one is stakeholder involvenent,
particularly as it relates to post-depl oynent care and
sci ence-based technical assistance, which the next
slide shows, at least as we would have it, would be
us.

The way our mssion breaks down is into
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three basic conponents; health service delivery,
heal t h service informatics, educati on, and
comuni cation, and health services research

The next slide shows that in spite of that
very broad mssion, we are sonmewhat limted in our
staffing. W're in the md-40s with regard to staff.

VW have people split across all three of those
m ssions and adm ni strative people to support them

Qperation Solace is a project that stratles
all three areas. That is a response to people with
heal th concerns after the Pentagon attack on Septenber
11th which I'Il touch on a little bit nore here in a
m nut e.

The next slide shows our mssion concept
which is essentially that all these services, the
service delivery, the education, and the health
services research all overlap at the clinical practice
guideline. This clinical practice guideline, which is
the DODDA Post-Deploynment Health Evaluation and
managenent Cinical Practice Qiideline is really in
the mlitary jargon at the tip of our spear. |t
drives what we do.

The next slide really transitions us into
the guideline which | wanted to say a bit about

because it's so central to what we do. The slide
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after that really lists contributing agencies. | just
want to enphasize here that we're not -- we didn't
develop this single handedly and we certainly don't
want to be said to be taking all the credit for this.

Qur task is really to inplement this docunent which
took two to three years in devel oprent.

The next slide describes a little bit of the
background of dinical Practice CQuideline. It
fulfills recommendations of two Institute of Medicine
panels to develop guidelines for people post-
depl oynent. It was a concept that was collaboratively
defined between DOD and VA clinical experts beginning
in 1998 and was subsequently briefed to high-Ievel
policy people in both DOD and VA

The next slide shows that this was field
tested in three high-deploynent sites for six nonths
before it was fielded. It was fielded in the first
hal f of 2002 with "full inplementation” in 1 July.

| say quote ungquote because anybody who
wor ks around gui delines and clinicians knows that it's
a constant struggle to distain the inplenentation of
t hese gui del i nes. | think that we conceive of it as
an ongoi ng sort of beating of the druns to nmaintain an
enphasis on post-deploynent care which arguably has

not been highly enphasized in the Departnent of
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Def ense in the past.

It currently serves as clinical backbone for
post - depl oynment eval uations in subsequent health care
and has really taken the place of, if you wll, the
conprehensive clinical evaluation program that existed
bef or e.

The next slide shows basic features of the
gui del i ne. It hinges around a mlitary unique vital
si gn. That it uses a stepped care framework and has
ri sk comuni cation guidelines. There is web-based
clinician support that goes along with it. Unlike the
CCEP which was a single evaluation as |ongitudinal
enphasi s.

There is data automation features which
allow us to mne admnistrative data to |ook at the
sorts of problens that people are reporting after
vari ous and sundry depl oynents. There's netrics and
outcomes nonitoring prescribed within the guideline.
O course, the center of excellence involved in
i mpl erent ati on which is us.

The next slide just shows the mlitary
unique vital sign prescribed in the guideline, "Is
your visit related to a deploynent?" (yes-no-naybe).
This is a patient rather than clinician determnation.

The patient is asked that. It's a bit |ike asking
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them to rate the severity of their pain which is a
recent JACO pronoted vital sign

What we found so far, the concern was that
everybody would rush to the table and say their
probl em was depl oynent rel ated. W are still trying
to learn exactly what it means but |ess than 1 percent
of the people who have been cared for wunder the
gui deline say yes to that question which has at |east
a couple of pragmatic inplications.

There is obviously lots of unknowns about
t he adequacy of that question. One thing we can say
for sure is that given that it's a snmall segnent,
there's the opportunity to carefully tailor their
care.

The other thing to keep in mind is that this
is a baseline that has been established so far in
relative peace tine so what's going to happen after
whatever it is that's going to happen here in the next
couple of nonths still remains to be seen.

The next slide highlights the coding that is
prescribed within the guideline for people who report
a depl oynent related concern. |In other words, a visit
that's related to deploynent. There's an ICD code and
a definition for that code which we're still tweaking

to sonme degree trying to get the admnistrative
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elements to adopt this coding in its entirety and the
definition inits entirety.

The next slide shows the stepped approach to
risk communication that is prescribed wthin the
gui del i nes. In sinple terns it asks the clinician to
nmake a determnation as to whether the patient's
problem falls into one of several conmunication
rel evant groups and then offers advice on what to do
for them and hopefully tools on howto do it.

The next slide shows one of these groups,
the asynptomatic patient with health concerns which
after the @ilf War represented about 10 percent of
people seeking @lf War related care. These are
peopl e who expressed a concern but don't exhibit any
illness or describe any discernible synptons or
injury. In that case there is a code for the visit as
well as a code for the nature of the problem

The next slide shows another group on that
st epped approach, the group with nedically unexpl ai ned
synptons. For that there is a code and obviously the
enpl oynment rel ated business code that goes along wth
it as a secondary code.

The next slide shows that if soneone
answered yes to the question and had a clearly

identifiable disease, then they would have as their
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primary code their usual disease coded foll owed by the
code indicating the fact that this was in conjunction
with a deploynent related health concern which would
allow us to identify that patient as soneone who is
relating their health problemto the depl oynent.

The next slide shows a key tool for
i npl enenting the guideline. One of the comments that
cane forward froma DA health care provider as we were
devel oping it was, "How can we know what's wong wth
our patients if DOD doesn't tell us?' \Wether or not
you accept that sort of a coment, it does highlight
the fact that there is often nmuch nore that we don't
know when a person cones back from depl oynent about
exposures than what we do know, particularly if as a
health care provider you didn't go on the depl oynent
with the sol dier.

W're using the website to help clinicians
to identify wearly information related to health
concerns following a deploynent. And, quite frankly,
to get to them even nedia informati on about depl oynent
related health concerns so that at |east they can be
aware of the concerns and ideas that are out there in
the general public and may be driving health care
visits.

DR OSTROFF: Chuck, can | ask you to try to
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wap up in the next mnute or two?

COL. ENGEL: Sur e. The next slide, again,
is another one just highlighting features of
PDHeal th. m | . The subsequent series of slides talks
about spin-off projects from the guideline which sort
of highlights it inportance as a devel opnental tool in
terns of inproving post-deploynent health care. It

has | ed to the devel opnent of self-help information

The next slide has -- a couple slides down
has a -- it talks about the clinical practice
guideline toll free help line for people who are

| ooki ng for deploynent related care or have questions,
as well as health care providers.

The next slide highlights the Health-e VO CE
project which is a CDC-funded project that uses that
stepped approach to risk comunication and devel ops a
way of teaching clinicians howto use it.

The next slide after that talks about
Qperation Solace which | won't go into detail about
other than to say this was an effort in which we
nodified the guideline for inplenmentation in the D.C
area to enhance prinmary care of people w th Pentagon
attack rel at ed heal t h concerns and ant hr ax,
bioterrorism related health <concerns as well as

depl oynment rel ated heal th concerns.
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Next slide just sinply shows that we are

acutely aware that the guideline is not a finished

product. As | said earlier, a lot of the evidence is
prelimnary that we are using. It does have a life
cycle that allows us to revise it. In this comng
year we are looking to revise it. W are bringing

together the collaborators so we can build on what
we've | earned so far.

The current challenges to inplenenting the
guideline are adhering to the visit coding, nonitoring

the netrics, building supporting risk communication

tools in an ongoing way. And, probably nost
i nport ant, I mpl enent i ng or gani zat i onal support
strategies for it. There are |onger-term chall enges
which are listed on the next slide that | won't go

over to save sone tine.

The next couple of slides really just talk
about a conference that we put on which was ained at
| ear ni ng nore about how to enhance conmmuni cati on about
environnental health risks in clinical environnments
and involve nulti-agency coll aborati on.

The next couple of slides after that discuss
various education information products that we've been
i nvol ved in. W' ve col | aborated with the VA on sone

worl d-wi de satellite broadcasts, as well as Arny
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MEDCOM satellite broadcasts for guidelines and for
ri sk conmuni cati on and sone other things that you can
see that are listed in the slides.

The next slide shows health services
research. Certainly we are not a research agency per
se but we are comnmtted to evidence-based health care.

| am a firm believer in the coment that was nade
earlier that we need to be doing nore clinical trials.
W need to be doing nore intervention studies.

I'm a great admirer of the Co-Qp Studies
Program within the VA where they are doing multi-
center clinical trials. W have a |long ways to go for
various reasons to being able to do that sort of thing
within BOD in the sane kind of way. But it's
sonething that | think is out there and the capability
that we at |east needed to dovetail with the VA and
per haps develop our own capacity for doing clinical

trials on relevant questions related to deploynent

care.

These are our efforts in the research
domai n. It has involved a |lot of blood, sweat, and
tears. W have projects funded by a nunber of
agencies, as the next slide shows. In the last fisca

year we published alnpbst 30 scholarly publications.

W are currently working with DOD National Quality
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Managenent Program on Special Studies to |ook at
gui del i ne i npl enent ati on. W are collaborating wth
VA centers as much as possible with a simlar sort of
bend.

Qur future directions, as the next slide
captures, we want to ranp up for the current Southwest
Asi a depl oynent. \We've been involved in sone planning
with the Arny Surgeon General about what to do there.

Ve are i nterested in I mprovi ng gui del i ne
i npl enentation, joining the inplementation of the
guideline to CHCS2 to enhance its inplenmentation

W are Jlaunching -- particularly ained
around the ranping up for the Southwest Asia
depl oynrent we're launching guideline consultation
teans, two teans that will be going out to various
regions and nedical centers to inprove uptake of the
guideline. W are entering into this revision of the
gui del i ne.

| think that speaks to nobst of the nore
relatively imediate issues. Then, again, | would
just cone back to the question for the Board which is
we're interested in your advice on how clinica
epidemologic nethods can be integrated into what
we're doing, how we can perpetuate and inprove our

popul ation health care concept and nodel
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W're interested in your review of various
m ssion el enents and our enphasis on each and what ever
anal ogous civilian sector prograns that you think
exi st and ways of collaborating, particularly with the
VA but other federal departnents as well and their
rel ated centers of excellence.

So that's about it. | think I ran over nore
ti me than even Megan.

DR CSTRCFF: Yes, you did, but we certainly
appreciate your willingness to get on renotely and it
just shows how well you are able to do that, although
we woul d have | oved to have had you here in person

Let me just open it up for the group for
guesti ons.

Dr. Cattani.

DR CATTANI: Yes. Both presentations were
really excellent. It seens that recruit screening and
post - depl oynent nedical screening are being well
| ooked after. But ny question is the mssing |ink
seens to be what happens during depl oynent.

About three neetings ago we had a
presentation on inmediately pre-deploynment screening
and records that are kept by those deployed. I
renmenber that there was quite a discrepancy between

the records from the different services and how
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adequate the actual nedical records that were -- even
the individuals recording of what they were exposed to

or what they experienced during depl oynent.

W t hout | ooking at t hat system nore
carefully, it will be difficult to sort out anything
post - depl oyrnent . My question is is anything being

done to enhance surveillance during deploynent either
in terns of new nethodol ogy or inproving the current
appr oaches?

COL. ENGEL: | guess ny conment in response
to that is yes, there are. I"'m not the person
necessarily who can give you the best summary of that.

| think some of the people involved in surveillance,
Mark Rubertone's activity and Col. Kelley, Pat Kell ey,
| think sone of those folks are probably better
equi pped to answer that question than ne.

| do know that there has been an aggressive
thrust towards environnmental nonitoring in theater. |
think that also only highlights sonme of the chall enges
because the instance that | related to you before of
the Uzbek situation is an instance where we did our
own field environnental nonitoring, cane up with some
things, and then in a good faith effort attenpted
t hrough | ocal nedia and so on to informtroops.

Wiat it did was created a good size hubbub
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which then turned out with subsequent testing not to
pan out. Then we had people who conplained of
synptons |ater based to sonme degree about concerns
t hat persisted about those exposures and the
conbi nati on of those concerns and m strust.

| think the better we get, the nore problens
we have. Let's put it that way. | think the better
we get, the nore that it highlights the need to have
post - depl oynent systens in place that involve health
care providers and others on how best to communicate
the vast array of what we know and health inplications
of what we know to the service nenber.

The answers, I think, we are fooling
ourselves if we think that they are going to be clear
The answers that we're going to get from surveill ance
data in theater are going to probably raise as many
guestions as they will answer. W're going to have to
be ready to put our best foot forward.

COL. CGARDNER This is Col. Gardner from
Health Affairs. There's a trenendous anount of stuff
going on in terns of surveillance in theater. | could
discuss it with you if there is time on the program
sonetime in the next couple of days. W are
i mpl ement i ng el ectronic survei |l | ance. There's

depl oynent, environnmental surveillance, and there's
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quite a bit of stuff going on. That has not been
negl ect ed.

DR OSTROFF: Bill?

DR BERG Yeah, | would like to talk this
over with you. This is Bill Berg. Il would like to
talk this over with you on a break. Could you briefly
tell us what, if anything, is being done -- | don't
need details -- on surveillance for oil well fires?
Saddam has threatened, or at least is reported to have
threatened, to prepare to blow up the oil wells.

This was one of the nbst dramatic and nost

visible si gns of envi ronment al pol | uti on,
environnental ill health, at least by attribution, in
the Persian Gulf War. It was one of those things that
is just so obvious. Peopl e concl uded that they just

had to be sick. One of the criticisns was that nobody
had a really good handle on it. Is that possibility
speci fically being addressed?

COL. ENGEL: Vell, as you know, the Arny
Center for Health Promotion and Preventive Medicine
did extensive post-@ulf War studies on those issues
and nodeling of the plumes and so on. They,
therefore, have the capability of doing the sanme in
the future and currently have systens set up to do

soil water and air sampling in theater. W try to do

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

145

that before we go to places and before we set up base

canps, as well as ongoing nonitoring during the
oper ati on.

There will, of course, be the same type of
analysis following the operation. |"ve been waiting

five or six or eight years to get data out of that.
W should be able to get data within weeks or nonths
after that.

DR OSTROFF:  Chuck, | have a quick question
for you. | noted on your list of deploynents that
have had these types of difficulties that it didn't
i ncl ude Af ghani st an. I'"'m wondering if that's been a
relatively syndrone free deploynent. If so, do you
have any reasons as to why that m ght be the case?

COL. ENGEL: Vell, | guess it depends on
whet her you |unp Uzbekistan w th Afghanistan. The
reason the troops are in Uzbekistan is because of
operations in Afghanistan. I have not been aware
specifically of people conplaining of synptons or
syndrones relating to Afghanistan per se, although in
talking with folks that have been there, there is
certainly a lot of environnmental concerns.

There is a range of exposures that people
have raised their hand and wondered about. So far |

have not heard it as -- let me put it in these terns.
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| have not heard it raised as a risk managenent
concern where we had a subset of people who were
insisting that they had ailnments that were from those
exposur es.

| just heard about people, you know, relayed
their experiences in the various exposures that
occurred while they were there. | don't know what to
attribute that to. | do think that to sone degree
this is about an information dissem nation issue and a
lot of the information dissemnates through the
veterans network and through the nedia.

The larger the nunber of people deployed,
the nore -- you know, the larger this critical nass
beconmes in terns of creating a load of information, if
you will, that's getting around and causing people to
rai se concerns. Again, that's not to belittle those
concerns. It's just to say that the public's
attention and inagination sonetines has to involve a
| arger rather than snmaller nunber of troops.

| would just call attention to the fact that
no matter what happens in the Qulf this tinme around,
we' ve got close to 200,000 troops over there. | think
in a certain respect the cat is already out of the bag
even if a shot is never fired.

DR. LEMASTERS: H . This s Gace
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Lemast ers. I was trying to think of how to be
responsi ve to your guestion about clinical
epi dem ol ogy. One gap | would see developing here

potentially is you said that everyone has asked this
question, "Do you think your condition is deploynent
rel at ed?" But if they are -- if they have a
condition, let's say, |like depression and are assigned
an ICD code for depression, it mght be related to the
depl oynment |i ke post-traumatic stress.

If there is an I1CD code for that but they
are not given a deploynment code, it seens like there
m ght be sonme gap, unless there could be a secondary
code that says, yes, they have this disease condition
depr essi on, or post - traumatic or what ever ,
dermatitis, how are you going to solve that 1CD code
that is given is going to be associated with a
depl oynment exposure |like, say, sonething causing
dermatitis so that you'll be able to truly connect the
depl oynent to the condition?

Just one other secondary issue is have you
| ooked at those who said yes, no, or maybe and then
being able to say, well, what proportion of the nos
are really yes and nmaybes are yes? That's another
whole area. That is sort of a secondary issue that |

wanted to bring out.
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COL. ENGEL: | guess one broad coment that

| would make is that you are highlighting sone
important health services research related questions
that need investigation. As | said earlier, | think
in many parts of this guideline there is a distinct
shortage of evidence. | think, at least from ny own
mnd, | felt sort of bound to persist just based on
the notion that | saw this as a way institutionally of
hei ghtening our |evel of concern about the types of
research that needs to be done to inprove care in this
domai n.

| think you are highlighting sonme of those
issues that we are obligated to go forth and do sone
basi ¢ studies |ooking at the validity of the responses
and who, in fact, and what sorts of problens do people
have when they endorse the deploynent rel at ed
guesti on.

Anot her comment that | would make to that,
and | wasn't sure that | conpletely understood your
guestion, but you said we are asking patients if their
condition is deploynent related. | would say that is
not exactly what we are asking. W're asking if their
visit is deploynent related. | think in sone fashion

it would be unfair to ask patients to draw that |ink.

The other reason we sort of side-stepped
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that a little bit is that we wanted providers to use
it and our concern was it wouldn't pass the snell
test, if you wll, with a clinician to say we are
going to let the patient tell wus whether this is
depl oynment related. Instead what we're asking themis
whether a concern that this is related to depl oynent
is provoking their visit. Not necessarily whether
this condition is definitively rel ated.

A followon point is just to say that |
don't think for an instant that we think this is going
to give us the capacity to nake definitive popul ation
linkages that are subtle between deploynents and
heal th issues. It will, however, particularly in the
early going, reduce the need to create highly visible
sort of stovepipe types of programnms |ike what canme out
wi th the conprehensive clinical evaluation program

It wll give us the capability of gather
sone admnistrative data that will allow us to get a
fairly gross sense of what kinds of problens people
are relating to that is causing themto seek care for

t heir depl oynent.

It's an initial clinically based
surveillance strategy that wll provide some gross
dat a. It's certainly not any kind of epidemologic
st udy. The data wll have all the pitfalls, if not
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nmore, of any admnistrative health care data set.

DR OSTROFF: Chuck, thanks very nuch.
W're going to have to nove on in the interest of
time. We, again, certainly appreciate your being

willing to give your presentation renotely.

W also very nmuch appreciate Col. Kelley
being willing to do the same thing. | wll challenge
Col. Kelly to try to give his presentation as

efficiently as possible since the enchiladas are here.
The | onger he takes, the longer it will be before we
get to out Iunch.

COL. KELLEY: |  thought | could snell
enchi | adas. | will aim to get this done in 20
m nut es.

CGood norni ng. Again, ny nanme is Col. Pat
Kel | ey. Over the last 18-nonth period between the
spring of 2000 and the fall of 2001 the Institute of
Medi ci ne conducted an external evaluation of the DOD
G obal Energing Infection Surveillance and Response
System which we for short call DOD GEI S.

CGEl S requested this extensive review by the
OMto help ensure that the program was on target and
delivering to the American taxpayer a useful return on
i nvest ment . The review included site visits to the

DOD overseas nedical research wunits, plus neetings
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here in the United States for collection and
di scussi on of additional information.

The conmmttee was headed by Dr. Phil
Brockman of Enmory University and al so included either
international experts in dobal Energing |Infections
Sur vei |l | ance. These experts were drawn from the
academ c comunity, from Health Canada, the Wrld
Health O ganization, and the Caribbean Epidem ol ogy
Center.

These state epidemologists from the State
of Maine also was a nenber of the OMcommttee. The
review included as one of its recommendations a
further annual external review by an appropriate body.
This nmorning in followup to Dr. Wnkenwerder's
request to the AFEB, | would like to fulfill this
external evaluation role. | would like to provide
sone further background on the DOD GEI S program

Second slide, please. The DOD-GEIS program
can trace it's lineage to this 1992 publication from
the Institute of Medicine. Anong other things this
book highlighted the unique capabilities of DO to
contribute to addressing the threat of mcrobial
threats to the national.

The uni que capabilities t hat wer e

highlighted were specifically the DOD s network of
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overseas nedical research units. The 1OM not only
enunerated the value of these l|labs, but also |anented
the fact that in the vyears just prior to the
publication of the report, several of the |abs had
been closed, specifically labs in Ml aysia and Korea.

Subsequent to this 1992 IOMreport another DCD | ab in
Brazil was closed in the |ate 1990s.

Shortly after the 1992 1OM report, both the
CDC and the NH also highlighted DOD s unique
pot enti al for contributing to d obal Emer gi ng
Infection Surveillance through their own planning
docunents.

Next slide. The recommendations of the |IQV
the CDC, and the NIH supported the formal expansion in
1996 of the DOD s mssing through the nechanism of a
presi denti al deci si on directive on emer gi ng
i nfections.

The directive highlighted the weaknesses of
the Donestic and International Public Health System
and called for the establishnent of DOD-CEIS as a
centrally coor di nat ed program and enconpassi ng
i mproved preventive health prograns and epi dem ol ogic
capabilities not only in DOD nedical treatnent
facilities, but also in the overseas |ab. The central

coordination is managed by a Central Hub |ocated at
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the Walter Reed Arny Institute of Research and | am

the director of that Central Hub.

Next slide. This slide highlights the often
m sunderstood point that the genesis of the program
was not primarily better information for force
protection or for use by the mlitary health system
but rather to use DOD scientific assets to achieve a
broader national purpose. |In that sense you can think
of this is sonewhat being analogous to the way DOD
assets mght be used to fight forrest fires or to
performdrug interdiction support.

Because of this broader focus, DOD-CEIS is
unusually integrated in its activities with other U S.
Covernnment agencies, the Wrld Health O ganization,
and the International Health Community. The conbat ant
commands such as SOUTHCOM and Pacific command have
al so been highly supportive of CGEIS seeing it as a
tool in their international mlitary an humanitarian
assi stance engagenent efforts.

Next sli de. To give you a feel for the
magni tude of the GEIS program | would like to share
with you this budgetary data showing trends in Core
Defense Health Program funding. In this current
fiscal year the core budget is $9 mllion with a $1

mllion increase programed for fiscal 04.
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As per the instruction of DOD Health

Affairs, 65 percent of these funds are directed

towards the five Arny and Navy overseas nedical

research units. In subsequent slides I will go a bit
nore into detail on the various segnents of the
pr ogr am

Next sl ide. The program has two primary
ar ns. The activities conducted out of the overseas

|labs are nmanaged by ny deputy for overseas |ab

activities, Commander Randy Cul pepper. The Arny's
|abs are located in Thailand and Kenya. The Navy's
three overseas labs are located in Egypt, |ndonesia,
and Peru. These |abs are highly capable of

multidisciplinary platfornms for research and public
health surveill ance. All  together they enploy
approximately 1,000 individuals nost of whom are host
country national s.

The second primary arm of CEIS is executed
through various activities conducted wthin the
mlitary health system Mst of the Navy's activities
are coordinated by the Naval Health Research Center in
San D ego. You heard those described earlier by Dr.
Russel | .

The Ar Force conducts nost of its GES

related activities out of AFIERA and San Antonio.
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Arny-led initiatives are generally coordinated by ny
office in the Central Hub at RARE.

Next slide. The Central Hub was created and
published as a strategic plan in 1998. This plan was
heavily inspired by CDCs own National Ener gi ng
Infectious D sease Surveillance and Response Plan
published a few years prior.

Wth the help of a tri-service staff the
Central Hub nonitors the execution of our strategic
plan, reviews and prioritizes annual requests for
f undi ng, coordinates funds distribution and the
producti on of annual reports. | believe you have at
| east one of those that has been delivered to the
Board nenbers. W also represent GEI'S before numerous
mlitary and civilian foruns donestically and
internationally.

| would like to now highlight briefly the
type of surveillance activities conducted out of the
overseas | abs. As core prograns for all overseas
labs, CEIS chose surveillance for influenza, drug
resistant malaria, drug resistant enteric organisns,
and unexpl ai ned fevers.

These foci were chosen when the budget was
conparatively small and CGEIS had to focus on the

di stinct conparative advantages of the overseas | abs.
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Certainly malaria and enteric work was historically
sonething the labs were equipped to do but on a
smal |l er scal e than desirable.

These were also felt to be mlitarily
rel evant. The focus on influenza also reflected a
conparative advantage in that the Ar Force has for
years been operating global influenza surveillance on
a small er scale with notabl e success.

Wth the concern over pandem c influenza it
seermed that an influenza surveillance program executed
out of the overseas labs could be a high-yield
activity and it has been.

Next sl i de. GlS flue surveillance
conducted by both the overseas |labs and many mlitary
treatnment facilities is highlighted on this nap. As
noted, this has been a rather high-yield activity.
For exanple, the H3N2 Panama strain in the current
i nfl uenza vacci ne was provided to CDC and the FDA from
GEl' S surveillance conducted in Panana.

In a selection of the HIN1L New Cal edonia
strain in the current vaccine was based on the fact
that the GEIS program executed out of the Lima, Peru
lab was the first effort to find this strain in this
hem sphere through surveillance on Peruvian naval

recruits. This observation persuaded the FDA Advisory
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Commttee that this New Cal edonia strain was spreading
globally and, thus, it was reconmended for inclusion.

Next sli de. GElS malaria drug resistance
surveillance efforts are also providing useful
information to malaria drug developers at RARE In
addition, prophylaxis and treatnent reconmendations
have been influenced by information derived fromthis
arm of our program

As an exanple, you see here sone data from
the lab in Lima, Peru. A public health service
of ficer assigned to the GEIS program in Peru was able
to conduct a series of in vivo studies in various
parts of Peru which illustrated that even within the
particular country drug resistance patterns varied to
such an extent that different regi mes are indicated.

In fact, the Peruvian government has now tailored its
treatnment recommendations for different regions of the
country based on this work.

Tracking antibiotic resistance anong comon
enteric organisns is also an inportant part of the
program as illustrated by this exanple of data, again
fromthe Peru |ab. As you can see here, in just seven
years resi stance anong canpyl obact er to bot h
ciprofloxacin and nmalidixic acid has increased

dramatically. 1In fact, roughly doubl ed.
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Next slide. In addition to surveillance,
the overseas |ab arm of CGEIS participated in
international response directly through support to
host countries and indirectly through participation in
the Wrld Health Oganization's dobal Aert and
Response Network, or GARN. An illustrative exanple of
the multi-disciplinary, multi-lab resources that can
be brought to bear in an international response is
illustrated by the next slide which covers the 1997/98
out break of R ff Valley Fever in Kenya.

Thi s out break invol ved several hundred hunman
deaths anmong a pastoral people and the death of tens
of thousands of their aninals. The Arny's Kenya |ab
is well placed for an inmmedi ate response. Both field
epi dem ol ogi ¢ and ent onol ogi ¢ resour ces wer e
nobi | i zed. An entonologist at the Thailand lab wth
extensive prior expertise in Rff Valley Fever was
al so nobi li zed.

At the tinme of the outbreak there was no
capacity within Kenya for l|ocal diagnosis of Riff
Vall ey Fever so a field assay was rapidly established
in country by the Navy's lab in Cairo. In addition,
since the Arny is the only source in the world of
human Riff Valley Fever vaccine, we were able to

contribute to the response 40 doses of human Riff
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Val | ey Fever vaccine to protect |aboratory workers.

A truly exciting ext ensi on of t he
investigation was a CEIS funded partnership with NASA
to use satellite renote sensing data to develop a
predictive nodel. This nodeling, which GEIS and NASA

i nvestigators published in Science Now allows CEIS to

post on its website nonthly predictive maps that
highlight at-risk areas for which Rff Valley Fever
ani mal vaccines can be considered to help prevent the
outbreak from being extensively anplified in the
ani mal popul ati on.

Next slide. Wiile the overseas lab site of
CGEl S has had notabl e successes as outlined by the | QM
report, it's been a challenge. Superinposing a public
health program on a research infrastructure raised
cultural challenges as the business processes and
products for surveillance and vaccine or drug
devel opnent in evaluation differ.

The GEIS program has inposed new stake
hol ders on the |ab and has demanded devel opnent of new
patterns of information dissemnation. Met hodol ogi es
to do global surveillance are evolving and not always
accepted and the nunber of epidemologists avail able
to execute the program at these |abs has been

i nadequat e, though i nproving. A final challenge has

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

160

been the source of authority and the |level of response
in situations calling for an international response.

Next slide. It became clear as CGEI S evol ved
that DOD could play a key leadership role but that
truly global surveillance would require nmany partners.

Sone of these partners had to be trained and

support ed. To this end CGEIS has enphasized training
of both DOD personnel and foreign national partners as
being essential to extending the influence of the
program W have really felt that |everaging our
resources is key to capacity and to sustainability.

Next slide. | would just like to share with
you an exanple of the type of leveraging |I'm talking
about. The CEIS division over the |ast several years
has included a partnership with Taho's Caribbean
Epi dem ol ogy Center. You can think of CAREC as a m ni
CDC supporting 21 Caribbean countries that pay
nmenbership to support its regional work.

Wth $700,000 in humanitarian assistance
funds from the Atlantic comand and the southern
command, CEIS has sought to help CAREC establish a
nodel | ab- based surveillance network wthin the
Cari bbean region based on the GCenter for D sease
Control's Public Health Laboratory Information System

Sof t war e.
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The first step was to provide CAREC with the

equi prent to establish a website so they could better
di ssem nate surveillance findings. You see the web
address |isted.

Subsequent |y 15 nat i onal | abs wer e
conputerized and over 250 epidemologists and
| abortorians were trained in how to use the CDC
software for hierarchial surveillance.

Currently 11 countries participate actively
in tracking enteric illnesses, denge, and HV. I
would note that this nodel has been replicated over
the |last several years also with GEI'S support in the
Andean ridge countries. Most extensively in Peru and
across the seven countries of Central America.

Next slide. The Mlitary Health System side
of CGEIS has focused on filling gaps in DOD s routine
surveill ance capability. You heard about sone of
these fromthe fol ks out at NHRC earlier this norning.

Up until CEI'S funding was provided, though
DCD had no formal nortality surveillance system CEIS
was interested in identifying unexplained deaths that
could suggest an emerging infection. W started a
project several years ago with Dr. John Gardner to
this end.

To create the capability a rapid all-cause
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surveill ance system was necessary and it's currently
managed by the Ofice of the Arned Forces Medical
Exam ner at the AFIP.

Anot her focus of the MHS side of the program
has been on inproving public health [|aboratory
services in DOD through establishment of a web-based
catal og of specialized assays available through DCD
reference labs. This in the GEI' S agenda for | ab-based
reporting was formally reviewed and enthusiastically
supported by the AFEB several years ago.

A final major focus of the MHS side has been
the recognition that there is a stronger nmechanism
needed for outbreak alert, especially as the threat of
bioterrorism to the nondeployed infrastructure cane
nore into focus.

Next slide please. Qur focus for inproving
the MHS alert response has been the devel opnent of an
i nnovati ve surveillance system called ESSENCE, or the
El ectronic Surveil |l ance System for t he Early
Notification of Community Based Epi dem cs.

In its earliest form ESSENCE focused on
taking anbulatory primary care data from 104 clinics
within a 50 mles radius of the Wite House grouping
the 1CD9 <codes into seven sydromc categories

suggesti ve of outbreaks of public health inportance.
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Then pr oduci ng daily trend anal yses
conparing the daily experience with historical data to
assess the significance of deviations from expected
| evel s. Subsequent to Septenber 11 ESSENCE was
rapidly expanded to over 300 DOD installations world
wide. CQurrently all three services use this mechani sm
to keep tabs on norbidity experiences.

Next slide. Have the largest systemof this
type in the world has allowed CGEIS to make nany
i nteresting observati ons because signi ficant
devi ations are noted al nost everyday. One of the nost
interesting phenonena was observed in January of 2002
when at least four training installations alnost
si mul t aneousl y had maj or out breaks of gastrointestinal
di sease. The largest outbreak took place at the
Marine Corps Recruit Depo in San Diego and was shown
to be due to Norwal k |ike virus.

Next slide. ESSENCE is funded as both an
operational and a research and devel opnent project to
evaluate a variety of innovative ways of rapidly
detecting aberrations in comunity health. It has
been the devel opnent phil osophy that the nost
sensitive and effective systens for syndrom ¢
surveillance will not segregate the mlitary comunity

fromthe civilians in their mdst or vice versa.
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To that end, DARPA funded the ESSENCE 2

project which has been conceptualized as a prototype
test bed for a civil mlitary integrated system for
the National Capital Region. In partnership wth
Johns Hopkins and other I nstitutions mlitary
anbul atory data is being supplenmented not only by data
frommlitary pharmacies and nurse hotlines, but also
with a variety of conplenentary data from civilian
sour ces.

Next slide. After being in existence for
about five years CGEIS has reached adol escence but
there are a variety of issues still maturing. Sone of
these are highlighted here and reflect issues noted
el sewhere at the neeting or  earlier in this
presentati on.

The second item on the list, conpletion of
executive agency and the governing DOD directive and
instruction, is specifically targeted to address |QM
reconmendat i ons about the nebul as comand and control
structure of GEIS that has nmade it uncertain at tines
how to deal with a nunber of nanagenent i ssues.

Sorting out these nmnagenent issues, which
to sonme extent also affects other aspects of the DOD
public health surveillance system should hel p address

issues that hinder essence from achieving maxi num
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ef fecti veness.

Next slide. The IOMreview of CEIS offered
general recommendations that are summarized here.
They clearly felt that the program was worthy of
further investnent. As noted earlier, GEIS has
suffered a bit from not having available for
assignment to the overseas labs sufficient experts
with training in applied epi dem ol ogy.

This has inproved over the years both
through the allocation of nore authorizations for
trained preventive nedicine physicians and through
assistance from the public health service which has
assi gned people to both several overseas |abs and the
GEl S Central Hub at RARE.

Refl ective of the need to leverage limted
U S. Government resources, the |1OM recommended nore
enphasis on training of DOD personnel and foreign
public health personnel. This has been done with an
i ncreased enphasi s on col | aborati ons with
i nternational organizations and other U S. agenci es.

An area in need of continuous enphasis is
improved internal and external conmunication of CEIS
findings so that surveillance can truly support tinely
action. The 1OM conmttee reflecting a healthy

skepticism of novel systens such as ESSENCE reconmmrend
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that careful evaluation before substantial investnents
by ESSENCE. The pressure of the tinmes, however, has
pushed ESSENCE inplenentation at a faster pace than
m ght ot herw se be justified.

| woul d note, though, that the vast mgjority
of funding in support of ESSENCE comes from DARPA, not
the Defense Health Program DARPA is an agency which
by philosophy is commtted to funding high-risk, high-
yield projects that would not normally conpete well
bef ore fundi ng agenci es.

Next slide. Anot her recommendation of the
| OM focused on the managenent issues noted earlier,
the challenge for CGEIS has been that it is a tri-
service project which in its earliest years had close
operational managenent by DOD health affairs with the
effect that the authority limts and expectations of
t he executive agent were never exactly clear.

The ability of the GEIS Central Hub given
its unclear status in the DOD hierarchy fostered a
di sconnect with respect to its responsibility and its
authority to do the things needed to fulfill its
responsibilities. The growmh in the staff of the CGEI S
Centr al Hub has fostered increased travel as
recoomended by the I1OM to consult with the field

units.
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A final major recommendation of the | OM was
for a periodic external review. That is the question
before the Board today. G ven that contracting with
the IOMis a very expensive undertaking, it's the hope
that a subcommttee of the Board can perform a nore
limted annual eval uation.

Next slide. Listed here are a few of the
i ssues that probably need to be considered in taking
on this request. One is that GEIS is really part of a
| arger national and international strategy. As such
the reviewers need to understand the larger picture to
put CGEIS in perspective.

Since much of the programis conducted side
by side with the Mlitary Infectious D sease Research
Pr ogr am it's essential t hat opportunities for
productive |everaging and synergies be considered.
Likewi se it's essential that GEI' S not detract fromthe
research m ssion of the overseas | abs.

It goes without elaboration that GEI'S shoul d
al so conplenent other surveillance activities of the
mlitary health system And the «criteria for
eval uation al so need to be settl ed.

The last slide. As an ongoing program sone
stability of oversight would hopefully keep the

program consistently heading in the sane direction.
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As the commttee will discover, the GEIS programis a
conpl ex program that goes well beyond what | could
present in the |ast 20 m nutes.

To understand the breadth and depth of the
effort is going to take a little bit of tine. A
variety of types of review can be explored any of
whi ch shoul d advance the cause. W woul d appreciate
what ever input the Board can provide.

As noted, the Institute of Medicine's 18-
nonth review of the program was extensive and it cost
nearly $400,000. W felt that such an investnent was
justified given the novelty of this mssion and the
fact that it was budgeted at a total of about $59
mllion for the period between 2000 and 2001.

If the Board feels it useful, GEIS should be
able to devel op a nodest budget to support travel and
ot her expenses that the Board may incur in supporting
t he requested review. Thank you very nuch.

DR OSTROFF: Not bad, Pat. | think it was
24 m nutes. Let nme open it up to sonme comments and
guestions fromthe group

DR HERBOLD: Pat, this is John Herbold.

COL. KELLEY: Hi, John.

DR HERBCOLD: Do you have as nmuch buy-in

from the other federal and international agencies as
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you do from DARPA and DCD?

COL. KELLEY: If | heard the question right,
do | have as nuch buy-in from the other federal
agencies as we do from DARPA and DCOD?

DR HERBOLD: Yes.

COL. KELLEY: | would say so. Steve GCstroff
could comrent since he was really | think there at the
birth of CEIS. GElIS from its earliest days was
heavily coordinated with the work of a wide variety of
ot her federal agencies. But currently, as | noted, we
do have, for exanple, Public Health Service officers
that are assigned to the field.

W have an outstanding 06 Captain Frank
Mahoney who really runs the program at the Cairo |ab.
W have Jim O sen who plays a heavy role in the virus
aspect of the Lima, Peru lab. Fornerly Trent Rubush,
an 06 fromthe Public Health Service was at the Lima
| ab running our mal aria drug resistance work.

W have a veterinarian named Caire Wtt
assigned to the Central Hub who coordinates antibiotic
resi stance veterinarian Wst N le surveillance for us.

| think there is definitely buy-in froma variety of
parts of the Governnent. | think it's probably going
to increase in the years to cone, too. | have been

wor Ki ng, for exanple, with Secretary Thonpson's
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of fice.

They have funding now to establish a |arge
program for international surveillance that should
conplenent the GEIS program It will be primarily run
out of the WHO and the CDC but | think we are | ooking
for many possibilities of cross-fertilization and
| ever agi ng.

DR CATTAN : Jackie Cattani. | have a
guestion about ESSENCE 2. | remenber when we had a
presentation on ESSENCE 1 that it was not exactly rea
time in the sense that it was three to seven days
before the syndrones were coated and the |ICD codes
were included in each of the individual syndrones.

Is ESSENCE 2 nore real time than that or
could you give us a figure on how quickly this
surveillance system <can alert to sone unusual
aberrations in the data?

COL. KELLEY: You bring up an interesting
poi nt . Wen the last briefing was given you are
correct that sone of the delays were noted. Si nce
that last briefing we have been able to study
basically risk factors for del ayed reporting.

There are nmany records that are reported
within 24 hours and sone take as long as two weeks. |

think the main problem with reporting is one that
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woul d be addressed by sone of the admnistrative
i ssues that are being worked through right now to try
to organi ze surveillance at a higher level in the DOD
hi er ar chy.

People report data based on the standards
that are set for reporting. | suspect that with
ESSENCE sonewhat buried down in the DOD hierarchy
we've had a lot of trouble getting the visibility it
needs to have policies promulgated that require rapid
reporting.

Many of the reporters don't even know that
they are part of a bioterrorism surveillance system
You have sone MIFs that just are able to report very
fast. W sonetinmes have data, as | mentioned, wthin
12 hours of a clinic closing and others it drags out.

Even within a clinic sometines you get some records
within a day and other records trickle in over a week.

Qur hope is that by helping to sort out sone
of the higher |evel command and control issues, when
we have problens that | think could be solved by
better pronulgation of policy, we can take advantage
of that.

Now, ESSENCE 2 specifically is also faster
for several reasons. One is that it uses a variety of

sources of data, one of which now is incorporating DCD

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

172

pharmacy data which we are able to get access to
within three and a half seconds of when a prescription
is issued. W have been doing a nunber of studies
that show very nicely how prescribing patterns
correlate with norbidity patterns.

W also feel that the nurse hotline data,
we'll be able to get that faster. | don't know if
that exactly answers your question but we have greater
under st andi ngs now of what that problem is and what
the solutions are. The solutions we do feel are
practical and partly can result froma nore effective
integration of the systeminto the official DOD policy
for bioterrorismsurveillance.

DR OSTROFF: Pat, | have one quick question
for you and then |1 think we'll have to break for
[ unch. As you probably know, there is going to be a
new |IOM report that is comng out on Energing
| nfectious D seases next nonth. This is the 10-year
update of the original report that you nentioned at
the beginning of your presentation. Dd you
participate in the devel opnment of that report and have
input into the content?

COL. KELLEY: W participated in a nunber of
ways. The DOD contributed $100,000 to that new

report. Half of it came from the CEIS program and
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half of it from the Mlitary Infectious D sease
Program Wen that report was -- when the witing of
it was kicked off we were invited to give a briefing
to the commttee specifically to outline what the
original report had acconplished wth respect to our
agency's response to energing infections. | did
participate and give that briefing.

| have also nmamintained contact wth the
comm ttee nenbers, a nunber of whom were involved wth
witing the GEIS I OM eval uation. For exanple, Ret.
Col . Don Burke, | believe, has been serving on both --
served on our comittee and also on the rewite
commttee for the book you nentioned.

DR OSTROFF: QG her comments? Let's just
take two qui ck ones.

DR GARDNER: Yes. Thank you. This is
Pierce Gardner working at the Fogarty Center. Your
wor k obviously has inplications for defense, but also
for the greater issues now in global health which
include a security and diplomatic efforts to inprove
t he heal t h.

| was particularly interested in your
linking of ecology, | guess, to satellite to R ff
Val | ey Fever risk. That seened to be a particularly

interesting and useful venture. | would love to learn
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nore about it. Perhaps | need a different setting.

COL. KELLEY: W'd be happy to fill you in.

In fact, we were able to extend that nodel to Yenen

about 16 nonths ago when Riff Valley Fever crossed out
of Africa into Yenen and Saudi Arabia. | think
soneone asked earlier whether other federal agencies -
- | think it was Dr. Herbold -- whether other federa
agencies are partnering with us and supporting us.
This is an exanple of how NASA, for exanple, 1is
partnering with us to do sonething that |I'm not sure
either of us could do very well alone.

DR OSTROFF: Last question fromDr. dine.

DR CLINE: Pat, Barney dine. Just for
clarification, in your third to the last line on the
maj or recommendations of the 1OM program review it
lists the bottom periodic external review every few
years to ensure appropriate focus and goals. I
thought | understood you to say annual review

Per haps | m sunderstood but could you clarify?

COL. KELLEY: | did say annual and they said
it could be every few years. | think it is certainly
sonething that is negotiable depending on how

extensive an effort | ooks |Iike would be feasible.
W do provide an annual report and | think a

copy has been distributed to you, hopefully both the
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short version and the |onger 400-page CD-ROM or

hardcopy version. I would be open to whatever
insights you mght be able to find the tine to
provi de.

DR OSTROFF: Thanks very much. Once again,
we appreciate you taking the tine to be able to give
the presentation. W' Il have further discussions this
af t er noon.

If there are no additional issues to raise,
why don't we go ahead and break for lunch and try to
make it back very pronptly at 1:30.

(Whereupon, at 12:22 p.m off the record for

| unch to reconvene at 1:30 p.m)

AF-T-EERNOON SESSI-ON
1:30 p.m

DR OSTRCFF: Let's go ahead and get started
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so we don't find ourselves getting behind in the
af t ernoon sessi on.

Qur first presentation of the afternoon wll
be from Mj. Serrano which is the ethics briefing
which is a requirement on an annual basis. Ve
appreciate also Maj. Serrano taking the effort to be
able to do this renotely. Hopefully we will do as
well as we did in the norning session.

MAJ. SERRANO  CGood afternoon to the Board

Can you all hear ne?

DR OSTROFF:  Yes.

MAJ.  SERRANO Ckay. Thank you.
appreciate the opportunity to do this renotely. It is

bad enough usually to teach ethics to people's faces

so this is even nore difficult. However, what | did
is | put ny dog up next to me here so instead of
| ooking at the conputer, |I'mjust watching the dog and
if she tilts her head, |'m just going to presune one

or nore people are not getting the material and [|'1|
try to cover that a little nore carefully.

The first thing | wuld like to do is
wel cone the new Board nenbers. For those of you who
are present and have not had this it is a requirenent
to have initial ethics training when you are first

appoi nted as a nenber of the Board. For the rest of
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you, again, wel cone.

| would like to go to the next slide,
pl ease. |'ve got on that second slide ny contact
information. | know that you are just convening after

lunch so this is going to be a particularly difficult
portion. If you head hits the desk from here on in,
pl ease keep a copy of this slide and you may ask
further questions or ethical issues of ne directly.
O you can pass them through Dr. R ddle who I amin
contact with quite often

| would also like to say that if you have
any questions throughout the presentation, just scream
or sonething so that | can stop talking and listen to
your questi on. Anot her option would be just to pass
those questions to Dr. Rddle and | wll try to
respond to the Board in witing at sonme |later tine.

Let's go to the next slide. The agenda of
things I'm going to cover today. |'m going to first
tal k about sonme of the actual regulatory requirenments
and go over the sources of ethics with you and the

principles of ethical conduct.

Then |I'1l get into the neat of the training
which is the conflict of interest. | also have a
couple of other issues | would Ilike to cover,
teaching, speaking, and witing. |"ve had several
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guestions on this in the past how it applies to
speci al Covernnent enpl oyees.

The last bullet, other issues, |I'"m going to
cover a couple of things. First of all, I"mgoing to
cover a previous question of the Board which dealt
with the enolunents clause of the constitution. Then
I'm also going to just cover the OGE Form 450,
Confidenti al Fi nanci al Di scl osure Report, j ust
briefly.

| know you don't have copies of that form
but I'mjust going to go over just a couple of comon
issues that cone up so that the next tine you are
required to fill those out, you keep those in the back
of your head. You will be able to fill out the form
wi thout so many questions. I know the formis very
confusing at tinmes. After that we'll just leave it
open for sone questions.

Next slide, please. The things I'"'mgoing to
cover are all based on the bullets that you see now.
First of all, the principles of ethical conduct are 14
principles that are pronulgated by the President of
the United States. First, Jinme Carter in the late
"70s and | ater President CGeorge Bush the first.

Those 14 principles are the basis for all of

our ethics |aws. There are statutes that inplenent
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sone of those principles and there are other
regul ations by the Ofice of Governnent Ethics. The
bottom line is if you keep going back to those 14
principles of ethical conduct, which you'll see in a
nonent. You will never go wong.

In fact, without knowi ng any of the detail ed
regul ations, if you read one of those principles and
you get a funny feeling in your stomach, you probably
should go with your stomach feeling and ask a question
or give ne a call about whatever issue it is that's
bothering you. A lot of ethics law and regulation is
very much comon sense as opposed to other types of
law. If it doesn't feel right, it probably isn't.

The second source of ethical law are the
St andards of Conduct. |"ve put the website up there
if you are interested in seeing that particular
publication. It is a collection of regulations that's
promul gated at 5 Code of Federal Regulations 2635.
There are a whole series of things which take the
principles of ethical conduct and break them down into
details so you can be exactly -- you can go into
detail and parce the actual rules to see whether or
not something is permtted.

Once we get into that type of issues, if

there are questions, once again, go back to the first
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rule which is please give ne a call and | can go
through it with you because sonmetines we can find an
exception or a l|oophole that will permt you to do
what you want to do. QG her tinmes it's not possible
but we need to delve into that particular docunment in
depth to find that out.

The third source which | put up there is the
Joint Ethic Regulation. The JER is a Departnent of
Def ense publication and it supplenents the Standards
of Conduct and covers certain areas that the Standards
of Conduct don't particularly cover and nake them
applicable to Departnent of Defense enpl oyees.

W do use the Joint Ethic Regulation a |ot
of times in deal with certain things like receipt of
gifts and other types of simlar issues. But often
times we can answer all of our questions going right
back to the Standards of Conduct.

Finally, | put up the crimnal code, 18 USC

Sections 201 to 209. Those are the conflict of
interest statutes that |1'm going to be tal king about
in alittle bit. Those statutes are crinmnal and if

you happen to break one of them you are subject to
potential prosecution by the Departnment of Justice.
This is just ny little editorial comrent.

This is not the views of the Arny or the Departnent of
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Defense. Odinarily it has to be a fairly high |eve

of issue before they decide to prosecute you.

' m not advocating breaking the rules but if
you happen to slip up accidentally or you are
attenpting to follow an ethics opinion and you just
nmake a mstake, technically you are subject to
pr osecuti on. In reality they are probably not going
to cone after you

The next slide, please. The next few
slides, actually, are the principles of ethical
conduct . I'm not going to cover them in depth. In
fact, I'm just going to scroll through them quickly
and just nention a couple of highlights and nmain
t hemes that surround all the rules.

First of all, a lot of times | get phone
calls from folks that have ethics questions. The

first two things out of their nmouths is, No. 1, |

don't work in contracts and, No. 2, |I'm very honest.
| appreciate that. 1'm glad that everybody who calls
me up is very honest. However, the fact is that the

rules and the principles really take your specific
honesty out of the picture and they essentially
prohibit -- strictly prohibit certain conduct.

The reason for that is that it prevents us

from having to look at a particular person's honesty.
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Yes, nost everybody who works in the Governnent is
honest but some people aren't and if all the ethics
folks had to do investigations to determ ne honesty, |
woul dn't get much busi ness done obviously. Keep that
in m nd.

| understand that especially nmenbers of this
Board are probably approve reproach when we start
tal king about honesty, but sinply your particular
honesty is not relevant when it cones to the rules.
It's just not a part of the analysis.

Let's skip through the principles now. You
can go ahead and peruse those at your |eisure, ["'m
sure you'll get into those at the next break. Let's
go right now to the slide which begins with conflict
of interest.

The conflict of interest statutes deal wth
fairly diverse topics but the main topics are to
prevent the actual and/or appearance of sone of kind
of taint of Governnment officials by sone third party.
Whet her you are enployed by the third party, whether
you get a bribe fromthe third party, or whether they
are paying you sonething on the side, or any of those
situations can Jlead to an actual conflict, or
appearance of a conflict even if there is no actual

one.
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As special CGovernnent enployees you have to
be especially vigilant because you don't do this
Covernnment business full-time. You do this obviously
a fewtines a year and then you go back to your nornal
wor K. | have read a lot of your CDs and | see the
di verse practices out there.

If's very, very -- it's incunbent upon you
to be very, very vigilant about things you re doing
for the Governnent and how that mght inpact things
that you're doing in the outside world. Sone of you
have one or two different things that you do mainly
and there are several others which | read. | frankly
don't know when you find tine to eat or relax because
you do a ton of things. Just keep that in m nd.

Let's go to the next slide, please. The
main conflict of interest statute that we are
concerned about with regard to nenbers of the Board is
18 USC Section 208. | put up the l|egalese on the
slide for you. The main thing -- we are going to
cover these in a little bit of depth but the main
thing I want to focus with you is the very |ast
bul | et.

Basically you <can't take any kind of
official action in any particular matter in which you

m ght have a financial interest. This goes back to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

184

the comment | nade earlier regarding contracts. A |lot
of people say, "I don't do contracts.” It certainly
enconpasses contracts but it's not limted to those.

If you are enployed by a particular third
party; if you are, in fact, seeking enploynent with a
third party; if you own stock in a third party; if you
spouse or mnor children work for the third party, the
statue essentially inmputes the financial interest to
you. It would be as if you own stock or worked for a
particular third party.

Let's go to the next slide, please. The
next slide covers the conflict of interest elenents.
Couple of pointers on this. I will get back to the
poi nt about the financial interest in a nmonment. First
of all, may not participate is relatively self
expl anat ory.

By personally and substantially the statute
relates to matters -- let ne back up please. Wen we
talk about personally and substantially we're not
tal king about kind of a broad concept of the issue
her e. We're talking about sonething that would be
event based.

Wen you |ook at whether or not you are
participating personally and substantially 1in a

particular matter, we have to look at a specific
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transacti on. "Il just give you an exanple that nay
not apply directly to the Board but you will get the
point fromit.

If, for exanple, I am a colonel and I am an
acquisition Corps officer and |I am personally working
on the widget project, trying to get the wdgets
approved for production for the Arny, ny particular
work with the wi dget would be something very specific.

| would be prohibited from getting out of the arny
and com ng back as a contractor working on w dgets.

However, if | as a colonel nerely were
tal king about the very general ideas of classes of
wi dgets that we mght want to use sone day but we
never get down to exactly specific wi dgets, that would
not be considered a particular nmatter. | could get
out of the Arny and cone back and work on this broad-
based wdget white theory wthout any kind of
conflict.

Simlarly, if | were just supervising
sonebody who is working on the w dget project but I
was not personally involved in it, that would not
constitute a personal and substantial involvenent in
the w dget project. Now, there are other limtations
for me as a supervisor which I'"'mnot going to get into

right now Instead of a lifetine ban you have a two-
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year ban.
The bottom line is you have to actually get

your hands dirty when you're talking about personal

and substantial participation. It can't be you
prepared the slides. It can't be sone, you know,
passing out of files from one person to another. You

actually have to be involved in the project.

The fourth elenent, direct and predictable
effect, and here it is sonewhat |egal-like analysis.
It is an approximate cause type analysis, and that is
is the effect that you're going to get to your
financial interest direct and predictable.

Let nme give you an exanple here. If ny
spouse works for MDonnell Douglas and she works in
t he bookkeepi ng departnment and she is paid a salaried
wage, we participates in a 401K plan that is just
based strictly as a matching contribution of non-
McDonnel | Dougl as stock into her plan.

| am in the Government service and |'m

working on a project in selecting a contractor, one of

t hose contractors being MDonnell Dougl as. In a case
like that, if | were to decline the contract of
McDonnel | Douglas or, in fact, grant them a contract

or order the contract for MDonnell Douglas, ny wfe

is still going to get paid the sane anount of salary

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

187

whether | give the contract or not. She is still
going to get matching contributions to her 401K and it
has no effect on that. |In that exanple there would be
no direct and predictable effect.

On the other hand, if the area | was
contracting with she was a -- it was a smaller conpany
and she was an enployee for that conpany and it meant
sink or swm for that particular conpany, that
obvi ously would have nore of a direct and predictable
effect. You have to |ook at that as well.

Fi nal |y, enpl oyees financi al i nterest
doesn't only include your own personal interest but it
al so includes your spouse and your mnor children.
What we nornmally see there is enploynment of the spouse
and/ or stock owned by the spouse or m nor children.

For exanple, your spouse or mnor children own
McDonnel | Dougl as stock, that ownership interest would
be i npeded to you for purposes of analysis.

Next slide, please. Ckay. The next slide
deals with what exactly do we do if we have a conflict
of interest. First of all, the fact that you don't
wite down "I am disqualified® on a piece of paper
doesn't really mean nuch because you are automatically
di squal i fi ed. There are ways we can nenorialize the

disqualification by witing it down, and I'll talk to
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you about that in a nonent.

The bottomline is if you have one of these
financial interests, you are disqualified from taking
any official action with regard to that conpany. Now,
there are a couple different things you can do as
opposed to disqualification.

You can be reassigned. That is, your
supervi sor can say, "W want you to work on X Y, and
Z projects but you're not going to be working on the
wi dget project at all.” You can change your duties
very simlar obviously, but for purposes of the Board,
very difficult obviously.

Di vestiture. You can divest yourself of
your interest so if you own Boeing stock and your
conpany -- let ne use a Board exanple. Let's say you
own Merck stock and the Board is dealing with sone
issue involving Merck, you could choose to divest
yoursel f of your stock as opposed to disqualifying
yoursel f from Board action

Now, divestiture isn't sonmething that is
done very often for a lot of reasons. Sone peopl e
have substantial hol dings. They don't want to go
through buying and selling stock every tinme they
change jobs depending on what job it is they have.

Also, if you don't do it properly and go through the
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Ofice of CGovernnent Ethics, you can end up paying
capital gains on the sale of your stock.

If you are interested in divesting yourself
of an interest, please contact our office or Dr.
Riddle ahead of tinme and | can help you with that.
If, in fact, it is an issue and, in fact, you wish to
di vest yourself of your stock, | can get a certificate
of divestiture from the office of Governnment Ethics
which essentially lets you defer your capital gains on
t he sal e of your stock

Finally, there are sonme waivers available to
you. Those waivers allow you to take official action
even though you have a financial interest. The nost
conmon types of waivers are regulatory and they
normal Iy deal with stock. The current limtation on
stock ownership is $15, 000.

| f you own $15,000 or less on a particular
stock and a matter cones before the Board involving
that particular conpany in which you hold the stock,
if you own $15,000 or less, you are free to go ahead
and take special action on that nmatter despite the
fact that you own the stock

If you own nore than $15,000, then once
again, please call ne up or please correspond with Dr.

Riddle and we will go through a further analysis there
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in trouble shooting that.

Finally, there are individual waivers that
can be granted even if you don't fit into the
regul atory waiver schene. They are not very common.
In fact, they are rather rare and, in fact, they have
to go all the way up to the Ofice of Governnent
Et hics for approval. VW don't seek those types of
i ndi vi dual waivers very often. If it is in your best
interest to do so and the best interest of the Board,
get with ne and we'll see what we can do.

|"'mnot feeling the love here. 1s everybody
doing all right in there?

DR OSTROFF: We're fine.

MAJ. SERRANO Ckay. Movi ng on then.
Conflict of interest, appearance of conflicts. Next
sli de. Despite the fact that you may not have an

actual conflict of interest, you may have what is an
appearance of conflict of interest. The appear ance
issues are just as deadly to the proper operation of
t he Governnment agency. If you have outside parties
looking in and it seens like things are fishy, that
can be just as damaging as if things are actually
fishy.

The test of that is would a reasonable

person in possession of the relevant facts see
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anyt hi ng w ong. It covers virtually any appearances
of inpropriety as opposed to actual inpropriety. The
conflicts cover interest of people who you have a
col ored rel ati onshi p.

Let's go to the next slide. | would like to
parce that a little bit. First of all, the
inpartiality of not whether or not it would |ook bad

on the Washington Post. You have to actually go back

to that reasonable person test, which | nentioned. |If
you are a supervisor who is, in fact, a decision maker
in this case, looks at all the facts and determ nes
that there is no conflict, then you have no conflict
and you can essentially get a waiver from your
supervisor. But it is the supervisor who has to grant
t hat wai ver.

Next sl i de. The types of cover ed
rel ationshi ps. W talked already about spouse and

m nor children and those are not appearance i ssues.

Those are actual issues. If you have other types of
rel ati onshi ps, t hough, ot her t han famlia
rel ati onshi ps, t hat can al so cause appearance
pr obl ens.

For exanple, one of the bullets tal ks about
relatives. If your Uncle Bob, who you are very close

to, is the CEO of GCeneral Dynamcs and you are the
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deci sion maker for buying a new Air Force engine for
the F-16, then you probably have an appearance of
conflict issue if not an actual conflict issue.

Now, on the other hand, if Uncle Bob in that
same scenari o and you' ve been estranged from Uncl e Bob
and you've never -- you haven't talked to himin 30
years, the supervisor who has to take a | ook at those
facts sees that you have not, in fact, talked to this
particular relative for essentially your whole adult
life and then there would be no appearance of
conflict. That's why it's so inportant to know all of
the facts.

If you belong to a particular organization
or you work as an officer, director in the previous
year and got out from that organization and noved on,
then you also wuld have a potential cover ed
rel ationshi p. W actually had a case here in the
office wth sonme individuals who cane into the Ofice
of the Chief Arnmy Reserve and who were essentially
vice presidents for some najor corporations.

They had sone appearance of conflict issues
and we had to resolve those because even though they
didn't work for the conpany anynore, it would | ook bad
if they were awarding contracts to the forner conpany.

Next slide, please. In the case of the
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appearance of conflicts 1issues, the analysis is
exactly the sane. However, there are no regulatory
wai vers. There's no $15,000 stock exenption or any of
t hose. The only thing you are left with is the
i ndi vidual waiver and that essentially goes to your
supervi sor for a decision on whether or not there is a
conflict. If you have questions about that or you
need to toot that around, please, again, through Dr.
Ri ddl e get hold of me and we can resol ve those issues.

Next slide, please. | would like to just
take a nmonment and see if there are any questions
regarding conflict of interest. |'ve not covered them
all but 1've covered the ones that are nost likely to
appl y.

DR POLAND: Tom Geg Poland. As | recall,
this does not pertain to things that we don't really
have control over Ilike nutual funds or things that
your enployer mght be involved in that you have no
reason to know about. Am|1 correct about that?

MAJ. SERRANO Yes. The question is whether
you have conflicts with things such as nutual funds or
things that vyour enployer does that you have no
control over. That is essentially correct, sir.

The particular case that you nentioned,

mutual funds, in fact, nmutual funds, for those of you
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who when you are filling out your OGE Form 450 and you

wite dowmn Fidelity Magell an and you wonder why | need
the nane of the fund there, nost nutual funds do not
create a conflict because they are so diverse and they
are held by so many peopl e.

In fact, you have no control over what
assets the fund buys theirselves that there really
isn"t a conflict as to any particular issue. The one
exception, which is rather rare, would be what we cal
a sector mutual fund.

In a sector fund you' re tal king about like a
bi omedi cal fund or communications fund or conputer
fund or sonething of that nature where the fund
hol dings are all concentrated in a particul ar business
or particular area. In that case we do have to do a
conflict analysis. For the vast majority of mnutua
funds, there is no conflict.

Again, | agree if the conpany that you're
tal king about is doing sonething in another division
or another section that doesn't inpact you, you have
no control over it and so on, that would be absolutely
true. There would not be a conflict and | just go
back to ny hypothetical about a spouse working for a
different division of a l|large corporation. Qovi ousl y

any action you take is going to have no inpact on
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their job.

Any ot her questions? Ckay. There being no
guestions, | wuld Iike to cover the teaching,
speaking, and witing very briefly. The main gist of
teaching speaking and witing is that you can go back
to one of the 14 principles. An enployee will not use
his or her public office for private gain. The main
co-provision here, 5 CFR 2635.807 says that you can't
use your official CGovernnent duties to nake nobney on
t he side.

Next slide, please. Il would like to -- |
have the actual CFR code listed out in the next couple
of slides. Wat | would Iike to point out, though, is
how to recognize this. If on the Board you are
working with the Cucanunga virus and you are an expert
in the Cucamunga virus and you are asked to give a
presentation at sonme kind of conference on that
particular virus, if you are already an expert on the
Cucamunga virus, then there is no problem w th naking
noney and giving a speech on it. The fact that it
just happens to be part of Board business is not
entirely rel evant.

The problem would be if some particular
agency wants to find out exactly how is the Arned

Forces Epi. Board dealing wth the CQCucanunga virus.
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Sonething like that because it is a specific Board
issue is not due to your expertise. It has exactly to
do with the job of the Board. Things of that nature

you would not be permtted to nmake noney in speaking.

Now, there are sone other things. | woul d
like to go to the next slide, please. | would like to
just focus on the bottom bullet there. There are

speci al exceptions for special Governnent enployees.
In fact, if you just ook up to the previous bullet,
there are three dashes there. The bottom two dashes
deals with any ongoing or announced policy program or
operation of the agency or non-career enployees,
general subject matters.

Speci al Covernnment  enpl oyees can speak
within those areas and not violate the rule. The only
[imtation you would have would be the first bullet
which is any matter to which the enpl oyee presently is
assigned or to which the enployee has been assigned
during the previous one-year period.

If you are talking about a specific Board
i ssue and soneone wants to pay you to conme and talk
about that, that would be a prohibition. The ot her
two listed prohibitions there for nost ot her
Cover nment enpl oyees do not apply to SGEs.

M/ advice here is 807 can get conplicated

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

197

It's very obtuse when you read it. I f you have any
guestions in this area, please give ne a call and we
can talk about it. For the nost part, though, if you
just ask to speak within your discipline and they are
not wanting to know exactly what the specific Board
actions are going to be in this area, you can go ahead
and speak and you can go ahead and get paid for that
and you will not run afoul of this particular rule.

Do you have any questions on the teaching,
speaki ng, witing?

kay. The next issue then. Go to the next
slide, please. I would like to talk about the
Enol ument d ause of the constitution because | don't
recall who asked the question at the previous neeting
i n Septenber. | do offer ny apologies that | never
offered anything in witing to you regarding this
issue. | did research it extensively.

The essence of the Emoluments O ause is that
you can't be anyone who is holding an office of profit
or trust for the Governnment, can't receive any kind of
title, gift, paynment, things of that nature, from a
foreign state.

Next slide, please. Now, the question cane
up in this case exactly under what conditions are

speci al CGovernnent enployees going to occupy offices
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of profit or trust. In fact, there was an actual
Ofice of CGovernnment Ethics discussion at one of our
nmeetings for an entire hour about this issue.

To nmake a long story short, the Ofice of
Special Counsel and Ofice of Legal GCounsel has
applied this clause to special Governnent enployees
and sonme of the factors that they' ve used are those
factors in the third bullet; frequency of the
nmeetings, whether or not you are being conpensated,
whet her or not you've taken an oath, and whether you
have access to classified information.

| talked to Dr. Riddle previously about this
and he told ne that, in fact, the Board does deal in
classified information from tine to tine. Based on
that it was ny opinion, and is ny opinion, that the
Enol unents O ause does, in fact, apply to nenbers of
the Board as long as you are under an appointnent.
Not necessarily just in session but throughout the
term of your enploynent.

Now, this is ny understanding as |
understand the Board right now. If this creates an
issue with people, if you need to talk to ne about
this in your particular case and figure out whether it
applies, or, in fact, if you believe that ny

understanding of the Board operation is incorrect,
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feel free to contact ne and | can go through this
i ssue agai n.

| know this can be a sensitive issue.
Pl ease contact ne and we'll talk about this nore. As
far as | wunderstand it, the clause does apply to
nmenbers of the Board while you are under enploynent.
Any questions or discussions about that?

DR PCOLAND: Does that include honorary
degrees?

MAJ. SERRANO | beg your pardon? I
couldn't hear that.

DR POLAND: Does it apply to honorary

degrees?

MAJ. SERRANO  The question is whether this
applies to an honorary degree. | don't have the
ability to answer that right now | would have to get
back to you. M/ sense of it is that it would not
apply to an honorary degree because, in fact, it's
honorary. | can't say that for certain so that's one
thing "Il take down.

DR OSTROFF: Are there other questions for
Maj . Serrano?

DR POLAND: |"ve got one other. I's
information still classified once it's in the public

donai n?
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MAJ. SERRANO The question is whether or

not information is classified once it's in the public
domain. Legally I would say no only because generally
speaking if sonething is still classified by
definition, it's not in the public donain. However
practically speaking, | don't know how that would
apply. Could you give ne an exanple of that?

DR PCOLAND: The Board has heard classified
information only a week later to read about the sane

information in the New York Tines.

MAJ. SERRANO Cay. I don't have a good
answer for you. | nmean, the technical answer is it's
still classified. The fact that the Tines found out

about it doesn't necessarily nean it's classified. I
think the test applies nore to whether or not you, in
fact, deal wth it on specific issues and not
necessarily what has happened to actual information.
COL. RIDDLE: Yeah. |'mnot an expert but |
spent several years in the intelligence comunity and
I have seen in novies, on TV conpartnented
intelligence and reference to t he particul ar
conpartnents whi ch are and remai n cl assified
information. Wat they told me in relation to that is
| can't divulge ny know ng that that conpartnent exist

and the information wthin that conpartnent, even
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though it nmay have been on a novie. That doesn't
prohibit me from tal king about what was on the novie
or, in this instance, what was in the newspaper. You
just can't add credibility or infer that you have
know edge of that in a realmof information outside of
public infornmation. Now, that was nmny understanding,
Tom

MAJ. SERRANO (Ckay, sir. In fact, | think
that's just a little bit -- that's kind of separate
from what the test was here on whether or not an
office of profit or trust is occupied. The fact is
the Board does deal with classified information. On
that basis alone wthout |ooking at any particular
cases, | would apply the Enolunments Cause to the
Board nenbers because of that issue.

| just wanted to add one nore thing to the
di scussion here regarding the OGE Form 450. You may
find this helpful. For those of you who are just
com ng on board and are having to fill out 450s, this
may be imediately hel pful to you. For those of you
who filled themout yearly, well, pack up the notes in
a box some place and then naybe they wll help you
|ater on at the end of this year.

Just a couple of things. First of all, the

first section of the 450 deals with assets. The
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section asks you to |list your assets. One of the nost
conmon mstakes that | get -- in fact, the Board is
actually pretty good about this but it is just the
popul ation in general that | get 450s from -- it is
not hel pful for ne to get a 450 that has listed, for
exanpl e, an asset the Charles Schwab brokerage account

because | can't do conflict of interest analysis if I

don't know what's in the account. Then you are
filling out the form please don't wite brokerage
account . You have to list the individual assets in

t he account.

When you list your mutual funds you don't
have to list all the assets in the fund. You | ust
have to list Fidelity Magellan or USAA Aggressive
Gowmh or those types of things. | don't really care

exactly what's in the fund itself unless it's a sector

fund and, in that case, I'Il know fromthe title. If
it's like Fidelity Communications or sonething |ike
that, | can go and do the further research on it.

The other areas the 450 asks for on the
second page is it asks for certain information that
often tines is duplicated. It asks for any kind of
past enploynment or future enploynment or future
agreenments, in which case nost of you, if not all of

you, are going to list whatever it is you do in the
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real world aside fromthe Board duties.

Then it may also ask you to l|ist something
el se aside from the enploynent that mght have to do
with that particular conpany's retirenent plan or
sonething like that. Yes, the form can be annoying
because you have to list information several tinmnes

Pl ease take a look at what the formis asking for in

t hat areas.

| would like to conclude on that note. [|I'm
sorry | couldn't be there in person. |'m|ooking for
atrip to sonewhere a little bit warner. | would have

| ooked forward to actually doing the big room again
but I'Il have to catch the Board at the next neeting.

Thank you very nuch for your time and if
there are no questions, once again, please call nme if
you have any issues whatsoever, or at |east get hold
of Dr. Riddle and I'll be happy to get back to you as
soon as | can.

DR OSTROFF: Maj . Serrano, thanks very
nmuch. It's always a pleasure to hear from a |awer
who finishes his presentation early.

Let me open it up to the Board to see if
there are any other coments or questions that they
wish to bring to your attention. "1l just say that

we appreciate that you are doing this for us and your
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willingness to always be available to speak about any

potential issues that mght come up

| see no hands so we'll nove on to our next
sessi on. Once again, thanks very nmuch for your
willingness to get on the phone. I know sonetines
it's not easy to do that and we'll look forward to

seeing you in person next year.

MAJ. SERRANO Thanks very nmuch, sir. I
hope the Board has a fruitful session.

DR OSTROFF: Unfortunately it's raining
her e.

MAJ. SERRANO Ch, okay. | hope you at
| east get it over with then.

DR OSTROFF: Thank you very nuch.

MAJ. SERRANO Take care.

DR OSTROFF: W'l nove on to the next
sessi on. | believe that Col. Qunzenhauser is on the
phone.

COL. GUNZENHAUSER: | am

DR OSTROFF: G eat. He's going to

introduce this particular topic. This is a topic that
has cone before the Board in the past and has now --
there's been a great deal of progress over the |ast
several years so there's additional information to be

discussed. [I'Il let Jeff introduce the topic and then
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we'll nove on to the presentation.

COL. GUNZENHAUSER: Ckay. Thank you very
much. Can you hear ne okay?

DR OSTROFF: Absol utely.

COL. GUNZENHAUSER: Ckay. G eat. | guess
in your booklet there should be a menorandum from M.
El l en Enbrey. The subject is Quanti FERON - TB's
Application in the US Mlitary.

DR OSTROFF: Ri ght . Unfortunately, we
don't have the booklets either but we'll take your
word for it.

COL. GUNZENHAUSER: (kay. And there's four
slides that |I've got to introduce the question and I
presune you are able to see those?

DR OSTROFF:  Yes.

COL. GUNZENHAUSER: Ckay. The first slide
is how should the US mlitary use this newy
licensed test. As a little bit of background,
everybody knows that tuberculosis rates in the US.
are very low, less than 10 per 100,000 per year. As
such tuberculosis really is not a threat to the health
of trainees, globalizing populations, or garrison base
troops as it was back in the early 20th century.

On the left, TBis a threat to the health of

depl oyed personnel and it's anong nunerous health
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issues that energe as potential deploynent related
concerns.

Tuberculin test testing remains the test
used by DO in diagnosing latent tuberculosis
infection. Several aspects of this test that many of
you know including variability in admnistration and
reacti on assessnent, as well as the 48/ 72 hour follow
up reading remain cunbersone aspects of a test,
especially in relation to depl oynents.

A blood assay whose acquisition requires
just a single clinical encounter and whose analysis
resolves to within laboratory quality control would be
a very attractive alternative that could solve many of
the adm nistrative burdens of the standard skin test.

Let's move on to the second slide.
Quanti FERON TB test, also known as QFT, neasures a
conpound in a cell nediated inmmunity to mcrobacteria
and tubercul osis. The test is based on a
gquantification of the interferon ganmma released from
sensitized |ynposites in whole blood which is
i ncubated overnight with purified protein derivative
and control antigens and MIB

As a test T, as it's called, requires
phl ebot ony. It can be acconplished on a single

patient visit. It assesses responses to multiple
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antigens sinultaneously. Also it doesn't Dboost
anni nestic inmmune responses. It's definitely |ess
subj ect to reader bias and error than the conventi onal
tuberculin skin test.

Next slide. The Board |ast reviewed issues
concern risk-based tuberculosis screen policies and
new technologies in February of 2000 and published
recommendations in May of that year. At that time the
Board reviewed information available on a whole blood
assay.

Your comments at that tinme were that the
assay holds great promse as an alternative nethod for
TB screening of mlitary personnel, but that a nunber
of questions needed to be answered before it's general
could be considered and that the test should be
i censed by the Food and Drug Adm nistration.

Since that tinme the assay has been |icensed
by the FDA and guidelines were recently published by
the Centers for Disease Control for use of the test in
di agnosi ng | atent tubercul osis infection.

Al so, recently the manufacturer of the assay
provided a report to the Joint Preventive Medicine
Policy Goup which provides answers to many of the
guestions which the Board outlined in its My 2000

r econmendat i ons.
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The | ast slide. Decenber of 2002 the CDC

rel eased guidelines for using the Q-T for diagnosing
LTBI. These guidelines indicate that the test can be
of use anong certain populations who are at increased
risk for LTBlI including recent immagrants from high-
preval ence countries, injection drug users, residents
and enpl oyees of prisons and jails, and health care
workers who after their pre-enploynent assessnent are
consi dered at increased ri sk.

Wiile the guidelines discourage the use of
any diagnostic test for latent tuberculosis infection
anong popul ations who are at low risk for infection,
certain exceptions to this general rule were outlined
including the use anong certain popul ation groups for
surveillance purposes or where cases of active
infectious TB mght result in extensive transm ssion.

Mlitary personnel were specifically listed
anong those to whom this exception mght apply. Wth
this in mnd per Ms. Enbrey's request, the Board is
asked to review and provide comment on the report and
additional research submtted to the Joint Preventive
Medicine Policy Goup and to provide recomendations
on QantiFERON - TB's application in the US.
mlitary. That concludes ny introduction.

DR OSTROFF: Thanks, Jeff. Let nme just ask
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if there are any questions before we nove into the
next presentation.

Qur next presenter will be Dr. Jerry Mazurek
who's fromthe D vision of Tuberculosis Elimnation at
CDC. He's going to -- | guess you were involved in
actually witing the reconmendations that wer e
published in Decenber and he's going to give us an
update on the science behind this.

DR MAZUREK: Thank you. Can everyone hear
nme? | appreciate this Board's interest in the work
we've been doing in our efforts to inprove TB
di agnostics and this opportunity to speak to the Arned
For ces Epi dem ol ogi cal Board.

| think Dr. Qunzenhauser has actually done a
marvel ous job of introducing the Quanti FERON. Many of
the Slides that | have | think we wll go through
quite rapidly.

Next slide, please. Basically the plan for
the talk was to explain what the Quanti FERON test
abbreviated QT is. To explain why we think that a
new test for tuberculosis is needed and to relate how
the Quanti FERON test is actually performed and
i nterpreted.

To actually examne sone of the potential

advant ages and di sadvantages of the test; and review
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sone results from significant clinical trials using
the test. Finally, to describe the CDC suggestions
for using this new test as was recently published in
t he MWR

The Quanti FERON TB assay is a whole bl ood

interferon gamma assay for the detection of
nmycobact eri um tubercul osis infection. Measur enment of
ganma interferon is a reasonable approach since this
cytakine is a marker of cell nediated i mmune response.
TST is also a neasure of cell nediated imune
response, it neasures a different conponent of this
response and, therefore, the tests are not actually
t he sane.

The next slide, please. A new test is felt
to be needed because the tuberculin skin test has been
our only immunologic test for tuberculosis infection
and the only test for latent TB infection.

Wiile the tuberculin skin test has been used
extensively for over 100 years, there are nunerous
[imtations to its use. The test actually requires
i njection of foreign pr ot ei ns and subsequent
nmeasurenent of the response generated. Variations in
the way the test is applied and neasured results in
consi der abl e i naccur aci es.

Prior BCG vaccination exposure to non-
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t uber cul ous nycobacteria can cause fal se/positive skin
test results because these organi sns share nmany of the
antigens that are contained wthin tubercul osis.
Injection of the PPD, the tuberculin for tuberculin
skin testing, can generate positive results
subsequent |y through boosti ng.

Next slide, please. The Quanti FERON TB t est
is perfornmed by collecting at least four mlliliters
of blood, mxing it wth heparin, and then dividing
that blood into four wells and a 24-well cell culture
pl at e. Three drops of saline as a negative control,
TB PPD, Avian PPD, or mtogen are added to the
different wells. The blood is then incubated for 16
to 24 hours at 37 degrees centi grade.

During this time sensitized |ynphocytes
produce gamma interferon. The blood is then -- the
anount of gamma interferon in the blood is then
nmeasur ed usi ng ELI SA reader.

Next slide, please. The neasurenent and
interpretation of the Quanti FERON test is generally
done automatically wusing the ELISA reader and an
attached conputer. The ELISA reader nmneasures the
opti cal density in each of the wells and in
acconpanying wells <containing standard anounts of

gamma i nterferon.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

212

The conmputer converts the optical density to
concentration of gamma interferon and calculates an
interpretation for the test for each subject tested
It reports results as being negative for tuberculosis
infection, positive for nycobacterium tuberculosis
infection, conditionally positive for nycobacterium
t ubercul osis infection, or indetermnate.

Next slide, please. This slide is a
sinplified depiction of results that can be obtained
fromthe Quanti FERON TB assay. Specific cut-offs used
in interpreting the test can be found in the test
package insert.

The first line represents what one m ght see
when the test is negative. There is considerable
guantities of gamma interferon produced in response to
the mtogen antigen, while mninmal gamma interferon is
produced in response to the other antigens. The
Quanti FERON TB test is also interpreted as negative if
there is a significantly greater production of gama
interferon in response to the Avian PPD then the
t ubercul i n PPD

The third line on the slide depicts the
results of when the test is interpreted as positive in
that there is considerable gamma interferon produced

in response to the mtogen, and in response to the
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tuberculin PPD. The anount produced in response to
the tuberculin PPD is larger than that produced by
Avi an PPD.

For the Quanti FERON test to be interpreted
as positive, the anount of gamma interferon produced
in response to tuberculin should be equal to or
greater than 30 percent that produced by the mtogen.

For conditionally positive gamma interferon
results, the amount of gamma interferon produced in
response to tuberculin is in the range of 15 to 30
percent of that produced by the mtogen.

Finally, the last line on the slide shows
what m ght happen if the results were indetermnate
from the test. CGenerally there's mnimal production
of gamma interferon in response to the mtogen which
is included as a positive control.

Next slide, please. This slide denonstrates
characteristics of the Quanti FERON test and allows
conparison to the tuberculin skin test. The
Quanti FERON TB test is an in vitro assay which allows
multiple antigens to be evaluated simultaneously
i ncl udi ng negative and positive control.

There's no injection of foreign proteins and
subsequently no boosting of subsequent tests that are

done. The results can be obtained with one patient
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visit. There's mnimal inner-reader variability and
results fromthe test can be obtained within one day.
The biggest drawback of this test is that the bl ood
nmust be processed within 12 hours of collection prior
to the I ynphocytes starting to obtuse or to die.

Next slide, please. Streeton and others
assess the Quanti FERON sensitivity and specificity
using tuberculin skin test as the gold standard. In
that study a test was considered positive for
tuberculosis infection if the tuberculin response was
greater than or equal to 15 percent.

In their study the specificity of the
Quanti FERON test was estinmated to be 98 percent in 417
TST negative subjects with no identified risk for
tuberculosis infection. The sensitivity of the
Quanti FERON test was estinmated to be 90 percent in 182
TST positive subjects.

Next slide, please. Because of known
[imtations in the tuberculin skin test we eval uated
the Quanti FERON test w thout assumng TST to be a gold
standard. W conpared Quanti FERON and TST in subjects
grouped by risk of TB infection and | ooked for factors
associ ated with discordance in the test results.

W included people that were at low risk for

tubercul osis infection, people that were at high risk
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for tuberculosis infection due to contact with soneone
with TB, residents in a congregate setting in which
t ubercul osis was nore comon and ot her situations that
increased their risk of TB. Immgrant was also a
common reason for inclusion in that category.

W also looked at TB suspects who had
received less than six weeks of therapy for their
tubercul osis and | ook at individuals who had conpl eted
tuberculosis therapy for culture confirmed TB within
the prior two years.

Next slide, please. Wat we found was good
overal | agreenment between the tuberculin skin test and
the Quanti FERON test with 84 percent agreenent. The
kappa val ue for this neasurenent was 0.61. This kappa
value, or simlar kappa value slightly Ilower was
actually found when we conpared tuberculin skin test
with Aplesol on one armand tuberculin skin cells with
Tubersol on the other arm

Factors associated wth discordance between
the TST and the Quanti FERON test in our study included
prior BCG evidence of non-tubercul ous nycobacterial
i mMune reactivity, the site where the tuberculin skin
test was applied as to the enrollnment site, the study
site, not the armor where it was actually placed, and

prior treatnment of tuberculosis.
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Next slide, please. Using nulti-variant
| ogi stic regression we found BCG vacci nated peopl e had
TST positive Quanti FERON negative type di scordance 6.5
times nore often than non-vacci nated people. Peopl e
with strong avian PPD responses by Quanti FERON had TST
positive Quanti FERON negative responses 2.5 tines nore
often than those wi thout evidence of NTMreactivity.
Finally, some sites had significantly nore TST
positive Quanti FERON negative di scordance than ot hers.

Next slide, please. This slide allows one
to look at the effect of BCG vaccination on
concor dance. What this slide shows is that
individuals that were BCG vaccinated were nmuch nore
likely to have a positive TST but negative Quanti FERON
response than individuals that were not vaccinated in
that the individuals in the BCG vaccinated group had
TST positive, Quanti FERON negative discordance 23.3
percent of the tinme conpared to 4.8 percent for those
in the unvaccinated group.

The agreenent between the two tests was
significantly less for the BCG vaccinated individuals
at 70.1 percent conpared to the unvaccinated group in
whi ch the agreenent was 88 percent.

Next slide, please. This slide allows one

to examne the effect of non-tubercul ous nycobacteria
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on the Quanti FERON TST concordance. Basically of the

81 individuals in the high-risk group and |owrisk
conbi ned who had positive TST or negative Quanti FERON
results 18 percent of them had evidence of non-
t ubercul ous nycobacterial reactivity suggesting that
the positive TST was the result of cross-reactivity to
the non-TM that they had previously probably been
exposed to.

Next slide, please. This slide allows us to
exam ne the effect of the site of enrollnent on TST
and Quanti FERON di scordance. And from this you' ve
| ooked at the previous slide at the effect of site on
this type of discordance, the TST positive Quanti FERON
negati ve di scordance.

But what this slide allows us to do is see
that those sites that had the greatest TST positive
Quanti FERON negative discordance such as site D had
less TST negative Quanti FERON positive discordance
suggesting that sone sites were actually over-
estimating the size or over-reading the tuberculin
skin test.

The only factor found to be significantly
associated with TST negative Quanti FERON positive
di scordance was enrollnment at site C. W then | ooked

at the actual readings at the various sites and
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through basically neasured the frequency wth which
each reading was nade and found that at the sites with
the greatest discrepancy in their TST Quanti FERON
results had a tendency to have greater digit
pr ef erence. They had a tendency to read the
tuberculin skin test at 10 and 15 mllinmeters nore
often than readings on either side of t hat
neasur enent .

Next slide, please. This slide allows us to
exam ne the effect of tuberculosis treatment on the
test results. W assess sensitivity in people wth
culture confirmed TB by enrolling TB suspects who had
received up to six weeks of therapy and in people who
had conpleted their therapy for TB in the prior two
years.

In retrospect these people were not good
candi dates for assessing sensitivity in that we and
others have found the treatnent rapidly increases
their TST responsiveness and decreases their gama
i nterferon production.

For exanpl e, Hook and col | eagues reported an
increase in the TST sensitivity from 80 percent prior
to treatment to 95 percent after two weeks of
treatnent. Eleanor first described the discovery that

gamma interferon responds to decreases with treatnent.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

219

QG hers have subsequently suggested following the
ganma interferon response with treatnent to assess
treat nent success.

In our study nost of the suspects had
received greater than four weeks of therapy for their
t uber cul osi s. In our study TST sensitivity increased
from 93 to 95 percent while Quanti FERON sensitivity
dropped from 82 percent to 64 percent.

Next sl i de, pl ease. Ve esti mat ed
specificity in '98 people considered to be at |ow risk
for tuberculosis infection. Assum ng that none of
these individuals were infected, Quanti FERON and TST
specificity was 98 percent. Because few |owrisk
subj ects were enrolled in the CDC study we have relied
on other studies for estimating specificity when
devel oping the guidelines for using the Quanti FERON TB
test.

Next slide, please. Keep and others
actually assessed the specificity of the Quanti FERON
test in Navy recruits and found that the Quanti FERON
in TST agreed 98 percent of the tine.

Assuming that none of the recruits were
infected with Quanti FERON, specificity was 98 percent
for the Quanti FERON test and 99 percent for the

tuberculin skin test in recruits who had the |owest
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risk of tuberculosis infection. For recruits from
areas of the United States where tuberculosis rates
exceeded 10 per 100,000, the specificity of both tests
was 98 percent.

Next slide, please. Using the information
described we developed guidelines for using the
Quanti FERON test with the following testing goals in
m nd. W wanted to identify those who would benefit
from treatnment for LTBI. VW wanted to increase
conpletion of LTBI testing and to increase the
accuracy of the LTBI detection.

Next slide. At the tinme that the CDC
guidelines were witten there was inadequate data to
support the use of Quanti FERON in TB suspects and in
popul ations at increased risk of progressing to active
tubercul osis. These groups would be people that were
HV infected are severely conpromsed through other
nmechani sns.

Next slide, please. When testing those at
increased risk of LTBlI either the tuberculin skin test
of the Quanti FERON test may be used in screening these
i ndi vi dual s. Exanples of people that have an
increased risk of LTBI include immgrants, injection
drug users, people in congregate settings wth

increased risk of infection including prisons, jails,
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honel ess shelters, and such.

Less stringent cutoffs are used in defining
positive results for both the TST and the Quanti FERON
test in these individuals. A tuberculin response
greater than 15 percent is considered positive for the
Quanti FERON test as conpared to a TST being
interpreted as positive when induration is greater
than or equal to 10 mllineters.

Treatnment for latent tuberculosis infection
should be considered if the Quanti FERON test or the
tuberculin skin test is positive. Treatnment is
generally not recommended if either test are negative.

Confirmation of positive QFT results is an option and
may be done because the Quanti FERON does not induce
boosti ng.

Next slide, please. Wien testing those at
low risk for latent tuberculosis infection, either the
tuberculin skin test or the Quanti FERON test may be
used. Exanpl es of these people include nost mlitary
personnel, hospital staff, and health care workers
whose risk of prior exposures to tuberculosis is |ow

It also includes people who are receiving pre-
enpl oynent or pre-enrollnent screening for |atent
t ubercul osis infection.

W believe that stringent cutoffs should be
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used in defining positive results such that positive
results for Quanti FERON would be when the tuberculin
response was greater than or equal to 30 percent as
conpared to the positive tuberculin skin test results
being when they were greater than or equal to 15
mllinmeters of induration.

Positive QT results should be confirned
before treating for latent tuberculosis infection. No
treatnent is warranted if the Quanti FERON test or the
tuberculin skin test is negative. W believe that the
test that latent tuberculosis infection is nost |ikely
to be present when both the TST and the Quanti FERON
rest are positive. By using both tests we believe
that we can decrease the inappropriate treatnent for
| atent tubercul osis infection.

I ncl usion, the Quanti FERON TB test appears
to be an acceptable alternative to the tuberculin skin
test for determining |latent tuberculosis infection in
popul ati ons enconpassi ng active duty personnel. Thank
you.

DR OSTROFF: Thanks very much. Let ne open
it up to the group for questions.

DR POLAND: | didn't understand one point
back a couple slides ago when you said the QFT greater

than 15 or greater than 30 percent. Is that related
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to the control ?

DR MAZUREK: That would be related to the
response to the anount of Quanti FERON bei ng produced
in response to tuberculin PPD. If that response is in
this equivocal area of 15 to 30 percent, the anount of
ganma interferon produced by the mtogen, it would be
considered conditionally positive and that would be
reported out and the clinician if they identify risks
associated with tubercul osis woul d consider the person
to be infected with tuberculosis. That's kind of I|ike
the 10 to 15 equivocal range in interpreting
tuberculin skin test results.

DR GARDNER: This certainly looks |ike an
i nprovenent. It gets around a |ot of observer error

One question of cost. Anot her would be in soneone
who does get a booster response to tuberculin skin
test, is that also reflected in positivity with this
test as well?

DR MAZUREK: In our prior study we tried to
assess that and asked that people who had discorded
results return to have both tests repeated. Only 18
percent of the people that were candi dates for having
that done returned. W didn't feel that we had
adequate information to really comment to say that it

di d boost.
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In looking back at those few people that
were retested, the majority of them had evidence of
either no change or boosting of their Quanti FERON
response in parallel to that of the tuberculin skin
test. The short answer is, yes. TST can boost the
Quanti FERON resul t.

DR GARDNER  What about the cost?

DR MAZUREK: I'"'m going to |eave that, |
think, to the next speaker who actually wll be Jim
Rot hel who represents Cellestis, the nmanufacturer of
that test.

DR POLAND: A coupl e other questions. Do
we know anyt hi ng about the perfornmance of the assay in
subjects that have T-cell defects like HV infected
persons?

DR MAZUREK: W are starting studies in
such people. There was one paper witten by Converse
who looked at HV infected people for who prior
tuberculin skin test results were available. What
they found was that of those people who had positive
results in the past, the Quanti FERON was actually nore
sensitive than the tuberculin skin test.

DR GARDNER  But wouldn't you have expected
t hese folks to have problens responding to mtogen and

endi ng up in your inmediate group?
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DR  MAZUREK: Yes. That has not been

thoroughly tested but a situation in which you would
have a decrease in the mtogen response would be in
i ndividuals who had very few |ynphocytes to actually
r espond. In general, it seens that as |long as your
| ynphocyte count is greater than 200, the Quanti FERON
test seens to be pretty reliable and give you results
conparable to what we find in this assay conparing the
TST Quanti FERON. Below that is a problem

DR POLAND: M last question is do we know
how much variability there is in the assay?

DR MAZUREK: Again, from person to person
and fromtest to test I wll actually ask Jim Rothel
to address that question, too, because | think the
conpany has actually done reproducibility studies
which was not part of the CDC studies but we did | ook
at them W were confortable.

DR GRAY: This is Geg Gay. "' m | ooki ng
at your slide here for those at |ow risk. You | ust
told us that there nmay be a boosting effect. That is,
if you do the skin test first and you were to confirm
that the QFT you mght see a boosting effect. Yet
your slide recommends alnpost a serial examination in
t hat way.

DR MAZUREK: And so our recomrendati ons and
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that of the FDA are that you not apply or draw a
Quanti FERON test after applying the TST. The period
whi ch you should wait is one year according to those
gui del i nes. It is acceptable to do the Quanti FERON
test Dbecause it doesn't induce boosting of the
tuberculin skin test so the corollary is okay.

It's okay to test with Quanti FERON and then
test with TST. The one exception to that is if in the
surveillance program in which their TST was negative
and their first Quanti FERON test is negative, then it
is acceptable actually and you can wuse that
Quanti FERON test in a period of |ess than 12 nonths.

DR GRAY: Thank you.

DR OSTROFF: Dr. dine, do you have a
guesti on?

DR CLINE: No.

DR ALEXANDER: | have a question. | have a
guestion about treatnent taking your algorithmout. |
apol ogi ze because | haven't been in the TB world for a
long time, but as | recall the prophylactic treatnent
managenent with INH was really conplicated. W had a
lot of treatnment failures. W had a lot of
conplications from the prophylactic treatnent. What
are the inplications of the QFT on this, if any?

DR MAZUREK: Vell, | think that if you
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actually use the algorithm as we have described it in
our recomendations that there will be fewer people
requiring treatnent for |atent tuberculosis infection.
I believe there wll be fewer i nappropriate
prescriptions for INH so that hopefully you wll be
able to concentrate on those people that npost use that
nmedi ci ne.

In the sane regard you will actually be able
to identify people with one visit hopefully that need
to be treated if they are at high risk. | believe it
will actually 1 believe inprove your chances of
adequately treating these people. Sone people have a
tendency to believe their skin test when they don't
bel i eve the tuberculin skin test because they know BCG
affects. They have been told since they were babies,
"I've had a BCG and vaccination. The skin test
doesn't nean anything."

DR ALEXANDER  True.

DR MAZUREK: That has not been assessed in
a scientific manner yet.

DR OSTROFF: Dr. Patrick.

DR PATRI CK: The lab test has to be done
within 12 hours. |Is that right?

DR MAZUREK: Yes.

DR PATRI CK How is the specinmen handl ed?
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Are there special requirements wth respect to
handl i ng that?

DR MAZUREK: The blood is drawmn into a
green top heparin containing tube. lt's mxed and
then it's held at room tenperature and carried to the
| aboratory where it's processed within that 12-hour
wi ndow.

DR PATRI CK: And what ' s are you
envi sioning? Are you envisioning that this |aboratory
capacity would be available fairly approxinmate to the
| ocations that this would be done?

DR MAZUREK: In general, yes.

DR OSTROFF: Wiy don't we -- |I'm sorry.
Bill.

DR BERG Bill Berg. | run a public health
depart nent. | have patients who are referred to ne

because they've had a TST sonetines for good reasons
and sonetines for not so good reasons. What |I'm
hearing you say is regardless if they've had a TST
there's nothing to be gained by adding a QT.

DR MAZUREK: That's correct. | don't
believe at this tine it's a reasonable use of the
Quanti FERON test to confirmresults of the tuberculin
skin test.

DR BERG On the other hand --
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DR MAZUREK: Sonme situations you do confirm

a positive TST with a TST and you do that not
particul arly t hr ough CDC gui del i nes or
recomendat i ons. Sonetinmes you find that tuberculin
skin test is negative. Under those circunstances you
may elect not to treat the person. Then it comes down
to clinical judgnment. Maybe we should use that at the
onset and not repeat the test.

DR BERG The other side of it is if
sonebody shows up and says, "I was told to get a TB
test at the health departnent,” and | assess them at
low risk or high risk, then QT would be appropriate

and may even help ne sort out those who are not to be

treated.

DR MAZUREK: | believe that's correct.

DR BERG Thank you.

DR OSTROFF: Thanks. Wiy don't we nobve on
to the next presentation. Beforehand "Il turn it

over to Col. R ddle.

COL. RIDDLE: W need to get a hand count
for those that are going to dinner tonight. It's the
Monte Vista Fire Station, a super nenu, super place to
eat. Spouses are also welcone. Hold your hand up.

DR GRAY: Two for spouses.

COL. RIDDLE: Ckay. Directions are over
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here on the table if you' re going to drive yourself.
| nportantly remenber the nunber 3.1 mles because once
you turn left off Womng it's 3.1 mles up to the
restaurant. Gt herwise, we'll all neet over at the
| obby of Kirtland Inn at 6:20 and we'll carpool.

DR OSTROFF: Thanks. let's nove on to the
next presentation which is D. Jim Rothel from
Cel | esti s. He's the Chief Scientific Oficer and
Cellestis is the conpany that devel oped the QFT test.

DR ROTHEL: Thank you for inviting ne here.
Apol ogies for the Australian accent. | hope you can
understand ne. | think after two talks ago about
ethics, | probably should disclose, which has already
been disclosed, that | do actually work for the
conpany that makes this test.

Next slide, please. This is a slide wth
the cooments fromthe last tine we presented which was
early 2000. | think, as has already been nentioned,
sone comments canme out that the QT holds great
prom se. TB screening in the mlitary was inportant
was deci ded fromthat neeting.

There were a nunber of issues that | felt
needed sone nore information before they could
reconmend its use. Quant i FERON needed FDA approval

and it's never been done, as you have heard. Thi s
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guestion, "WIIl Quanti FERON identify nore recruits as
positive?" "Il address that in a mnute but the
answer is no.

They would Ilike nore Quanti FERON data
W'll provide that in a mnute. Reproducibility was a
big issue and we had to present the FDA with a |arge
amount of reproducibility data for FDA approval so
I'I'l show you sone of that in a mnute.

Cost analysis was provided to Jiff and Peak
on use in the mlitary. These last two questions were
raised at that AFEB neeting but they were basically
questions that needed to be answered by the mlitary
thenselves. |I'mnot sure if they have been or not.

Next slide, please. So a brief sunmary of
devel opnent s. FDA  approval recei ved. CDC
reconmendati ons were published in Decenber |ast year.

G eat Lakes study that Dr. Mazurek just tal ked about
and CDC studied on. Also a study conpleted by Walter

Reed Arny Institute of Research in Kenya has been

conpl et ed.

There are a nunber of other clinical studies
going around the world. | think about 14 at the
nonent . "Il show you data from a couple of those

studies that give us nore confidence in its use.

So Jerry -- Dr. Mazurek | should call him

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

232

or Commander Mazurek. |'mnot sure what's politically
correct in this setting -- did a study conducted by
Lt. Col. Lisa Keep at Geat Lakes Navy Station for
around 1,500 recruits that didn't really have a
respect for TB exposure as per the CDC guidelines.

The slide you saw before that broke it into

very low and a little bit of risk. I"ve lunped them
all in because none of themreally have a risk factor
as per the guidelines. If you look at them all

conbi ned the specificity of TST is 98.5 and 97. 8.

This also assunes that none of those people
truly were infected for TB. There's a possibility
that sonme of them were. At best that is an under
estimate of both tests of specificity.

So with the FDA approved cut-off for |ow
risk individuals and the CDC recommendation as
published in the MWR of confirmng a positive
Quanti FERON response with the TST before treating,
what are the inplications of that?

| think it's already been nentioned that
those with a positive Quanti FERON and a positive TST
are nore likely to truly have latent TB infection.
"1l show you a little bit of data in a mnute to
suggest that is true as well.

I f we use those criteria as suggested by the
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FDA and the CDC, only four of the 1,500 or so people

or .27 percent of those recruits that we studied woul d
have warranted treatnment for Jlatent TB infection.
Under the current practice just using the TST it would
have been 1.5 percent of them would have been treated.

| think the answer from this is using both
tests we're probably treating those nore appropriate
that warrant treatnent and we're not treating a whole
| ot of people and exposing them to possible risk of
infecting RNH for nine nonths or so.

This is another way of representing the data
from the CDC study. Here 1've referring to those
i ndividuals that have high risk which are really the
ones we ought to look at if we're looking at a test
for latent TB screening.

Wat we have here with this triangle are
those who tested Quanti FERON positive. These are
positive just to the TST and these are positive just
to Quanti FERON. These triangles are actually
proportional in size.

Next slide. So what do we know? These
people no one is worried about. These people we're
not worried about but it's the ones wth discordance
result. Wat do we know about thenf W know fromthe

anal ysis, the discordance analysis perforned from the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

234
CDC study and published in JAMA that we can account

for a large nunber of these that are TST positive
Quanti FERON negative or reactivity due to non-
t uber cul ous nycobacteria BCG vaccination and the digit
preference that was spoken about in the previous talk.

There were no real factors that we could
find to account for these individuals that are
Quanti FERON positive but TST negative. The question
raised at the |last AFEB neeting was are these people
with the TST positive Quanti FERON negative likely to
go on to devel op active TB.

Next slide. Vell, | think the answer to
that is highly unlikely because Quanti FERON is wholly
sensitive, wholly specific. It generally agrees
fairly well with the TST and we can account for nany
of those TST positive Quanti FERON negative responses
by l|ooking at factors such as NIM and BCG and digit
pref erence.

| think the best information we have, except
we don't have a gold standard for latent TB infection.
W can't prove a person has latent TB. It cones from
t he ani mal nodel .

Let me have the next slide. The best aninal
nodel that I'm aware of, and | think it's accepted

now, IS tuberculous in cattle. It's where the skin
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t est was originally developed and it's where
Quanti FERON was originally devel oped in cattle.

The imune response of the cattle is very
simlar to that of humans. A strong CMO response.
Strong Quanti FERON response. Most infected cattle
don't go out from T TB. They develop a latent infection
very simlar to humans.

Next slide, please. This is a summary from
a very large study that we perforned many years ago
with the Bovine test. A marked simlarity to the
previ ous di agram you saw for the human data. | should
say this tine these three triangles are in proportion
and this one isn't because there are 6,000 aninmals in
t he study we did.

The discordance rate conpared to the
positives, the animals that were positive to both
tests, the discordance right here remarkably simlar
to what we saw for the hunan data. There is a big
difference here. W had a gold standard in cattle.

Go to the next slide. The gold standard was
cul ture. W could kill them all and we perforned a
detailed necropsy |looking for gross TB | esions. W
didn't find TB |esions. VW didn't find TB |esions
We collected 26 different |ynpnodes fromthese aninals

and cultured themindividually in the |aboratory. Ve
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were finding the organi smwherever it was.

Next slide, please. Using this gold
standard what was the answer? For those that were
positive to both tests 87 percent of them were found
to be truly infected. That goes back to what | was
sayi ng before. You get much nore confidence if they
are positive to both tests.

Next slide. For those that are negative to
both tests, again it was only .1 percent were found to
be infected of necropsy. Again, this gives us nore
confi dence.

Next one. For TST positive Quanti FERON
negative surprisingly only 4 percent or two of the 53
animals in that group were found to be positive so a
very large fal se positive rate in this triangle here.

Next one. For those who were just positive
to Quanti FERON but TST negative, 55 percent of them
were found to be culture positive. Agai n, those
animal s were m ssed by the skin test.

W have actual figures. The sensitivity of
the TST in that large study was 65.5 percent conpared
to 93.6 percent for the bovine equivalent of the
Quant i FERON assay.

Next slide. Wiat is the sensitivity for

active TB disease? Dr. Mzurek's talk denonstrated
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that we didn't fromthe CDC study get true data on the
sensitivity of either the TST or the Quanti FERON test
because treatnent does affect the response to both of
t hose tests.

Most people estimate the sensitivity of the
TST using data from people who have received sone
treatnent. The literature is full of those estinates.
They are just about all over estimates because it's
well known in the literature, and Dr. Mazurek talked
about it, that nany people who have a negative skin
test at the time are presenting with active TB.
Following treatnment and nutrition they rapidly within
two weeks can devel op a positive response.

There's a problem with the CDC study and
sone studies that have been published from that sane
CDC dat a. Especially the substudy, the Bal ek paper
that you may have read. They nade a totally incorrect
assunption that people wth past treated TB are
equivalent to those with latent TB infection. e
really don't know the answer so we have done a study
i n Japan.

Next slide. In this study we found -- we
tested 112 patients wth culture confirmed and
tuberculosis infection prior to them receiving any

treat ment. W found the sensitivity of Quanti FERON
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was 82 percent. It keeps comng back to around 82
percent but this time without the effect of treatnent
of TST and using duration cutoff with only 66 percent
sensitive.

| think this data is pretty solid evidence
that the true sensitivity of the TST is quite |low for
active TB and Quanti FERON is 80 percent or better.

And for those who like seeing it graphically, this is
t he sane thing.

W've also just conpleted a study in Italy
where there was a lady who went in the hospital to
give birth and in the maternity ward she was found to
have drug resistant TB and she had exposed 76 other
nothers and health care workers. W conpared
Quanti FERON with the TST in this setting.

|"ve stated here the Quanti FERON was
correlated with the length of exposure. This P value
for life sonmewhat but definitely a solid trend towards
being a significant correlation with the length of
exposure to the index case and the possibility of
bei ng positive.

TST was not correlated in this sane
situation but both tests were highly correlated with
the nmuns or the health care workers having prior

evidence or prior risk of being infected with TB such
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as comng from USSR or having worked in a TB unit or
things like that. H ghly significant.

| think the summation fromthis study, which
the data is still being finally analyzed and hopeful |y
will be published in the not-too-distant future, the
Quanti FERON responses are consistent with degree of
exposure. Again, it gives us nore confidence that the
test is doing what we hoped it woul d do.

Next slide. W were asked at AFEB last tine

what is the reproducibility of the Quanti FERON test

and we were asked again today. Here are sone
performance characteristics of the test. Limted
protection of ELISA 1.5 units per ml in the linear

range. Probably not that interesting but this is what
we want to get into.

The bl ood culture stick s hi ghl y
reproducible with a correlation coefficient between
duplicate and triplicate wells of .95 W |ook at the
ELISA itself which neasures the gamma interferon
conponent both wthin plate and between plate
variation. |It's less than 10 percent CV. Again, good
standards, the diagnostic tests.

| think this bottom line is probably the
nost inportant one to be interested in. It's between

sites and between operators. Again, the I1CC
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interclass correlation coefficient is .95 show ng very
good reproducibility. | think the next slide shows
sone data on that.

This is one of the studies we perforned
where we collected duplicate blood sanples from 50
i ndi vi dual s. Sent one blood sanple to one lab and
anot her blood sanple to another lab. Forty-four were
positive for both, five were negative for both sides
and there was one discordant result. That gives us an
agreenent of 98 percent and the | CC of .94.

W presented this data to the FDA They
asked us for a little bit nore on this so we went back
and did another study with 50 people at three sites
and found exactly the same answer. It's very
repr oduci bl e.

Probably another good question is the
reproducibility of an individual's response over tine.

In this instance we tested 36 people every two weeks
for six time points. Sonme didn't make it for all the
time points. W can see here is that the percentage
of human response or the tuberculin response versus
the tine points.

You can see that these people were O and
bel ow the dotted Iine cutoff, which you probably can't

see. People who were negative renained negative.
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People who were positive renmained positive. There
were a few people as with any biological test that had
a response that went frompositive to negative.

Overall the reproducibility of the test had
a I1CC of .84 showng very good reproducibility. I
woul d love to see that sane data for the skin test. |
think it would be nmuch worst but you can't do it
obvi ously because the skin test boosts the subsequent
t est.

There are some logistic issues with both
tests. Wth the TST you need to return to have the
i nduration neasured on your arm between 48 and 72
hours later. Many people don't. | know in Cook
County Jail we thought prisoners would come back but
they only get to read 30 percent of their skin tests
because they can't find themin the jail or sone such
thing. Rather surprising.

In the mlitary | remenber from the |ast
study the conpliance rate actually neasuring TST was
also not very good in the mlitary. It's a major
probl em and costly. Personnel tine |osses are high
and this is a major problemwith the cost of the skin
test. Many people perceive the skin test as cheap but
if | asked you what was the cost of the reagent skin

test as far as the overall cost it's about 1.5 percent
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of the total cost.
A recent paper comng out from Randall Reed
in Denver estimated the m nimum cost of a TST as being

$37 in a public health setting up to $350 at sone

hospi tal s. That's not a cheap a test as people
per cei ve. A lot of that is due to personnel tine
cost.

In a health care worker setting you are
paying for the person being tested at the tine. Sane
in the mlitary. Three days to result and you cannot
repeat because the results boost.

Quanti FERON TB, we have this problem where
you have to get the blood through a |aboratory and
have a process within 12 hours of being collected from
the person. In sone settings that's a nmajor problem

In nost mlitary settings | think it's probably not a
maj or probl em It requires |aboratory. Agai n,
hopeful |y not a nmajor issue.

Next sli de. Getting to the end, why test
for TB in the US mlitary? | think the |ast AFEB
meeting cane up to the conclusion that it was
inmportant to do so but why? The incidence of active
TB is very | ow.

| think I'm correct in stating there is an

i ncreasi ng nunber of foreign-born people entering the
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US mlitary. |'"m definitely sure I'm correct with
this. There's increase of operations in high-risk
settings. In the next slide we just talk a little bit
about that.

| think there is a history of sone outbreaks
being very serious in the US mlitary. This one |
think nost of you recall on the USS Wasp in the late
1990s where a case of TB was found on that boat in the
Atlantic and it ended up with one or two boats being
pul led out of the Atlantic and com ng back home just
because of tuberculosis. That highlights the possible
i mportance of the disease.

Next slide, please. Here is a map of the
world showing the TB rates as published by WHO from
1999, | believe, or 2000. Basically the darker the
color the worse it is. At any rate, |'mputting this
up here just to remnd you the troops from here or
people from here are joining the mlitary. Sone
people from here are joining the mlitary is one
t hi ng.

The troops from here are now serving in
parts of the world where TB is a nmmjor, nmjor problem
Were am1? | think that's Afghanistan there. It's
got the highest rate in the world of TB. Iraqg and

that area also very high. South Korea over here very
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high rate. Areas where | am aware that there's U S
mlitary the TB rates are exceedingly high. Those
people are at risk of getting infected.

Next slide. Nearly | ast. I've got three
slides to summarize what | see as the benefits of
Quanti FERON for the U S mlitary. For the nedical
practice it's an objective and controlled test. It's
controlled in the laboratory, it's controlled in the
bl ood culture stage and the ELISA stage. The TST is
about the nbst objective test we've ever heard of
trying to neasure a bunp on soneone's arm That's
very inprecise and | think the nedical literature wll
attest to that.

Controls for reactivity to non-tubercul ous
nmycobacteria. It appears to be less effective by BCG
vacci nation than the skin test. | think the extensive
data from cattle and the recent data we got from
culture confirned TB patients shows it's nore
sensitive than the skin test.

Logistic issues, it's only a single patient
visit. You only need to see the person once to get a
bl ood sanple out of them You don't need to rely on
them com ng back two or three days |later to have the
bunp read. Therefore, there's a reduced |abor burden.

| think this single patient visit could be built into
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times when you are collecting a blood sanple from
mlitary personnel for other testing such as HV or
what ever testing is done in the mlitary.

| nportant point, the data is captured
electronically. Fromthe |ast AFEB neeting | renenber
there was a major problem if people had converted
their skin test because record keeping was very poor
for skin test results. Wth Quanti FERON system the
data is interpreted electronically and you get an
el ectroni ¢ database which can be saved for a source
| ater.

Less incorrect treatnent for l|atent TB. | f
we adopt the CDC guidelines we'll be treating |ess
peopl e and those that are nore appropriate to receive
the treatnent. It's cost effective. The study
definitely shows that and we'll talk nore about that
inamnute if you like.

The very last slide. Overall it should |ead
to nore service personnel having a TB test result.
Many of themyou don't get one for at the nonment. The
detection of those wth active TB who are the real
critical ones who are going to spread the disease on
further. The latent ones are very inportant, too,
because they nmay develop active TB in the future.

More accurate detection of latent TB and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

246

fewer personnel on latent TB therapy which will be a
big savings cost wise if you're not chasing up 500
peopl e. You're only chasing up 100 people to nake
them conply with the therapy.

| think that is probably enough.

DR OSTROFF: Thank you very rmuch. Let ne
open it up for questions. | have a couple of
guestions for you. Based on your experience, and |
know it's sonetines difficult to know exactly when
peopl e were exposed, but in terns of the optimal tine
to use this test after potentially someone has been
exposed because a |lot of the discussions discerning
testing in the past have been, for instance, after
depl oynents. Wiat is the tinme frane for when the test
shoul d be run after someone has been exposed? Is it a
coupl e of weeks? Is it nonths? Is it --

DR ROTHEL: The short answer is that's
fairly difficult to determine in people. The CDC
study that is currently running is trying to do that
at the nonent, testing people at one nonth past
exposure and then three nonths. Hopefully we wll get
sone data on that. That's going to take sone time.

| think the best evidence cones fromcattle.
Again, a lovely nodel where we infect the animals so

we know the day they got TB. In cattle they are
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invariably positive within two to four weeks after
i nfection. Al of them are positive by four weeks
after infection. Most of them are positive at two
weeks. The skin test seens to be four to eight weeks,
even sonetines 12 weeks before it becones positive.
The suggest is in the animal nodel they becone
positive sooner than the TST that has been
definitively proven in hunmans.

DR OSTROFF. The other question that | had
is in how many of the studies where you | ooked at this
have the operator in the type of actual people who
would be running this assay? | nean, is it the type
of test that | nyself not being an experienced
| aboratorian could run wth a high decree of
reliability?

One of the concerns | have about the
reproduci bility study that you sited is that it |ooks
like 95 percent of the sanples were positive. [''m
wondering if you have a group that is a little bit
nore variable than that how reproducible the results
would be if, for instance, the proportion that was
supposed to be negative was higher.

DR ROTHEL: The FDA asked exactly that
question. | nust admt | was in Italy and didn't have

time to get that data together to present to you. I
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just pulled an old slide out. W tested 50 people
that basically were negative. The vast nmgjority were
negative so the inverse of that population and
submtted that to the FDA and the results were very
much the sane. | think it was .85. It was just
nearly exactly the sane. That was done at three
different sites.

What was the first part of the question?

DR OSTROFF:  About who can -- | nean, how
trained do you have to be to run this test?

DR ROTHEL: On the 6,000 aninals that |
showed you for that study, that was done in an office
in the mddle of the Qutback with no lab facilities.
It's very robust. You can do it on a bench. You
don't need any fancy equipnent other than the ELISA
reader.

It involves putting up 4 ml| bloke into a
pit and going one, two, three, four additions in a
wel | . The kit cones with dropper bottles. You j ust
put three drops of each antigen into each of the four
units of blood and putting it in an incubator over
ni ght.

Then the ELI SA. Yeah, you need to have sone
experience in a lab to perform an ELISA I think

anyone who ever worked in a pathol ogy | aboratory woul d
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have no problens with it. It's a very sinple ELISA
Again, it's controlled so if it doesn't work it comnes
out with an invalid result and nust be repeated. It's
a very rare event.

DR GARDNER: Just a couple. This test
depends on nunbers and functions of T-cells. Can you
give us sonme figures as to varying ranges of T-cell
and what subsets are nost inportant in listing this
response?

DR ROTHEL: |"m sure we're neasuring both
Ch4 and CD8. Predom nately we're neasuring CH4
obvi ously because that's the nore powerful Quanti FERON
but we haven't actually done that analysis in trying
to kill off the CD4 cells and see what the CD8s
produce, you know, whole blood culture or nagnetic
bead separation. W were actually tal king about that
t he ot her day.

As far as the absolute nunbers you need, |
think the data conmes from the HV popul ation and that
study Col. Carl Mason performed in Kenya wth us
| ooking at tea plantation workers. O the 900 or so
people H'V rate was about 16 percent. VW had CD4
counts on all of them

Basically if the CD4 count is greater than

200 the test works fine. Less than 200 it doesn't
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work that well. What is surprising is we had one
person with a CD4 count of six and we got a result out
of them

DR GARDNER Al'so you run a nycobacterium
avian is tested but what about other non-tubercul ous
nmycobacteria if you had a camsascii or sonething |ike
t hat . What woul d you expect? Do you have any data
with regard to other non-tubercul ous nycobacteria?

DR ROTHEL: VW have various data from
cattle wher e we experinental ly i nfected with
nmycobacteria avian cansascii and inburbis in contro
animal s obviously. Cansascii and avian aninals
responded predomnately to nycobacteria avian PPD. I
think cansascii, for exanpl e, was  cl oser to
nmycobacteria avian in its antigenic content than it is
to nycobacteria and tuberculosis. W've got a handful
of patients, that's all, which holds up that trend.

DR GARDNER.  Then, finally, you gave us --
you said it was cost effective. You gave us the cost
of skin testing but you didn't give us a cost for this
t est. It makes a difference as to whether it's used
as a primry.

It seens to nme this test as we heard today
needs to be used as the primary, not the thing you do

after you get a positive tuberculin skin test so as a
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screener it's different than as a followup. Wat is
the range you expect to get with this test?

DR ROTHEL: The list price that we are
currently selling it for in the US is $10 a person.

| think |aboratory cost associated with running it
woul d be maybe up to another $10 per person. Maybe if
Ledco were running it they mght be charging nore than
that. | think in a mlitary setting it would be |ess
t han $10.

DR GARDNER: Does that include the
venupuncture costs?

DR ROTHEL: No, it doesn't. The best study
is the cost effectiveness study that was perfornmed and
submtted to JNB. It was perforned by Renee Held from
Johns Hopki ns. From nenory that denonstrated the
tests were equivalent in price. The higher ranking
the person being tested, the better off you were with
Quant i FERON because it accounted for the tine with the
person being tested. | think it was sonme obscene
amount for a general like $150 to performa skin test.

DR CLINE: Just curious. How long does it
take for a Quanti FERON positive individual after
treatnment is initiated for it to becone negative?

DR ROTHEL: The answer is we don't know.

Wth the TST, | think a person who has had TB and
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conpleted treatnment remains TST positive for the rest
of their Ilife. The suggestion is that Quanti FERON
responses are going down with treatnment but yet to be
proven.

DR CLINE | just wonder if it mght be
useful to nonitor response to therapy?

DR ROTHEL: It would be |ovely and we woul d
love to see that answer but | think we've got sone
studi es underway with the CDC and other collaborators

to address that but we just don't know the answer at

the nonent. |It's | ooking possible.
DR OSTROFF: | have a practical question
and unfortunately | know nost of the preventive

nedicine liaisons to the Board aren't on the line and
aren't present. In practical termnms given the 12-hour
time frane in which the specinen has to be tested, I'm
wondering if there's been thought that's been given --
Jeff, I'msure you're still on the line -- as to how
many different testing sites there would have to be
given the huge variety of settings in which tuberculin
skin testing has traditionally been done in the
mlitary. How many testing sites are there going to
have to be where this test is run?

COL. GUNZENHAUSER:  Well, | think if it was

available -- this is Col. Qunzenhauser. I think if it
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was available on a case-by-case basis sonme of the
sites may determne that it would be preferable for
them to use it. Theoretically there would be scores
of places that could want to use it. Froma practical

point of view it mght be a handful find it of great

val ue.

DR OSTRCFF: I think one of t he
difficulties, at least from what |'ve heard in the
presentations, is you can't be swtching back and
forth between tests. In other words, if you have sone

peri pheral sites that for one reason or another can't
neet that 12-hour turnaround tinme and would prefer to
use skin testing, it sounds |ike those individuals
then can't be tested using the Quanti FERON test for a
peri od of approximtely a year.

If they then nove to sone other |ocation,
particularly here stateside, that could be a real
i ssue. | think if we were to suggest that this test
is ready for prinetine, for want of a better term in
terms of using it in the mlitary, that there would
have to be a significant conmmtnent to naking sure
that it gets used as the preferred test.

| don't think that we could, you know, state
an option where you could go with either one of them

because of this particular problem wunless |I|I'm
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m sreadi ng sonething. Maybe Jerry can conment on that
as wel | .

COL. GARDNER: Just to give you a ball park
-- this is Col. Gardner -- there are 15 recruit
training centers and there are 104 or 108 mlitary
treatnment hospitals. Those are just some nunbers you
can think about.

DR ROTHEL: Just a couple of coments. I
think one situation where it wouldn't have any effect
what you were just talking about is mlitary recruits
because they wouldn't have been tested previously.
The other coment about testing. Yeah, that's a
probl em but the whole test doesn't need to be done at
t he one pl ace.

You can performthe first part of a test and
have the placenent sanples remain stable for two weeks
or up to three nonths frozen at 4 degrees so you can
send it to a central place and have the ELISA
conponent of the test done.

DR MAZUREK: And the only other coment |
would nake is that it's probably reasonable in those
peopl e that have had a negative skin test to rely on
the first Quanti FERON test done less than 12 nonths
away if it is negative. If it's positive, then you

are probably going to want to confirmit with a skin
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test.

DR PATRICK: Question. |Is your conpany the
only conpany that has this right now? 1Is that right?

DR ROTHEL: Yeah. W have the patent to
the test until 2011, | think, in the U S,

DR PATRI CK And the patent is on the
interferon dinension of this?

DR ROTHEL: The patent we own covers whol e
bl ood incubation of neasuring gamma interferon so it's
generi c technol ogy.

DR PATRI CK: Are there conpetitors on the
hori zon? Wat is your scan of the Dbusiness
envi ronnment ?

DR ROTHEL: I'Il be totally up front. The
only conpetitor in the TB diagnostic world is a
conpany in Oxford who got an ELI spot test that
they're doing which | think we all understand, if you
know anything about the ELI spot test, is probably
about $150 test per person. |It's never going to work.

You can do about five or six people a day, perhaps
one person. There's no conpetitor that we are aware
of .

DR PATRI CK: Is this technology useful in

testing other --

DR ROTHEL: Yes, it is. W are a very new
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conpany. W've only been in existence for two years
but we have a nunber of other applications for the

t echnol ogy. Lynme disease is one we have done a fair

bit of work on. It does work very well for Lyne
di sease. There's obviously a whole lot of other
t hi ngs.

Chl anydi a or any situation where an anti body
test is maybe not that beneficial but a CVR response
is beneficial but we can't with the neasure currently.

Toxcio nycosis, for exanple, is another one. Yeah
there is a host of applications but being such a young
conpany having limted funds, to be honest, we have to
get TB working first so that's where we are
concentrating our efforts.

DR GARDNER: Just comng back to your
issue, Steve. It seens to ne one of the nost positive
areas to think about using this is at the tine of
people entering the mlitary and you ve got them in
100 or fewer places and you can build a |aboratory
capacity. W now recommend followup tuberculin
assessnent at what interval ?

DR OSTROFF: Well, it's -- you know, again,
if we had all the preventive nedicine |iaisons that
were here, they could coment on it but it's not

vari able for the service to survey.
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DR GARDNER But it's a couple of years?

At that point they are dispersed and they are |ess
timely.

DR OSTROFF: There are a nunber of
strategies that are enployed by the various services.
There is interval testing that goes on and then there
is post-deploynent testing if they have been depl oyed
or if they have been overseas to an area that is
consi dered a higher risk of tubercul osis.

DR GARDNER | guess ny point is at
adm ssion they are getting blood taken. It's just
anot her test you do. They are concentrated and it's
easy to do. After that it becones nore conplicated, |
think, with not as standardized and not as grouped.
What you don't want to do, as you point out, is to
begin with this test, then give them a skin test two
years later, and then have to worry about the booster
effect.

DR OSTROFF: O have a false/positive TST.
For those who have been on the Board for sone period
of time and have listened to the various sagas that
have gone on in the services with tuberculin skin
testing, you know it's been fraught with difficulty,
particularly with circunstances in which there have

been significant nunbers of false positives for one
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reason or anot her.

DR GARDNER: Wiich would have been
consi dered boosters.

DR OSTROFF: And it's wusually a problem
with the skin testing product itself. Certainly if
Conmmander Ludwi g was on the phone, for those of us who
have listened to her presentations over the years,
she's al ways got sone out br eak t hat she's
investigating which turns out to be due to
fal se/ positive skin tests.

DR GARDNER: But this is going to be a
decision that will not be a mx and match deci sion.
W have to go one way or the other it seens to ne.

DR OSTRCFF: Bill

DR BERG Everyone is down to serious
guestions. |I'mjust curious. This is Bill Berg. You
are young i npoverished conpany. I"m just curious how

much it cost you to buy and test all those cattle?

DR ROTHEL: W were very lucky actually.
The conpany we bought the technology from got out of
human di agnostics perfornmed it and it was paid for by
the Australian governnent. I think all in all the
bovi ne study cost over a mllion dollars Australian.
Most of the neat ended up in MDonal d' s hanburger over

here, | think.
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DR OSTROFF: QG her comments? Let ne just

say in conparison to the presentation froma couple of
years ago, | was the one that had witten the previous
recommendation from the Board. There has been a
trenmendous anount of  progress, particularly the
licensure is no mean task to get that through the FDA
You are to be congratulated for how much this has

pr ogr essed.

DR ROTHEL: Thank you.

DR OSTROFF: Wy don't we go ahead and take
a nuch needed 10-m nute break. Wen we return we will
have an update from John Gavenstein on what's going
on with the small pox vaccination program

(Whereupon, at 3:23 p.m off the record to
Executive Session. Reconvene 8:00 a.m March 19, 2003

in public session.)
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